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in part, on the measured intensity of the backscattered
clectromagnetic radiation. Related systems and methods are
also disclosed.
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SYSTEMS AND METHODS OF
DETERMINING ONE OR MORE
PROPERTIES OF A CATHETER AND A
DISTAL TIP THEREOF

CROSS-REFERENCE TO RELATED
APPLICATIONS

This application claims the benefit of U.S. Provisional
Patent Application Ser. No. 62/355,261, filed Jun. 27, 2016,

and entitled “SYSTEMS AND METHODS OF DETER-
MINING A LOCATION OF A CATHETER AND A DIS-
TAL TIP THEREOE,” of U.S. Provisional Patent Applica-
tion Ser. No. 62/321,610, filed Apr. 12, 2016, and entitled
“SYSTEMS AND METHODS OF DETERMINING A
LOCATION OF A CATHETER AND A DISTAL TIP
THEREOE,” of U.S. Provisional Patent Application Ser. No.
62/312,360, filed Mar. 23, 2016, and entitled “SYSTEMS
AND METHODS OF DETERMINING A LOCATION OF
A DISTAL TIP OF A CATHETER,” and of U.S. Provisional
Patent Application Ser. No. 62/280,559, filed Jan. 19, 2016,
and entitled “SYSTEMS AND METHODS OF DETER-
MINING A LOCATION OF A DISTAL TIP OF A CATH-
ETER,” the disclosure of each of which applications 1is
hereby incorporated herein 1n their entirety by this reference.

TECHNICAL FIELD

Embodiments of the disclosure relate generally to tip
confirmation systems (1CSs) for determining one or more
properties, such as a location, of a distal tip of a catheter in
the vasculature of a patient, methods of advancing a catheter
and monitoring the advancement of the catheter 1n a patient,
and related methods. More particularly, embodiments of the
disclosure relate to systems and methods for determining
when a distal tip of a catheter approaches the cavoatrial
junction of a patient during placement of the catheter,
systems and methods for tracking the catheter during inser-
tion thereof and a direction of advancement thereof, and
methods and systems for determining a diameter, a cross-
sectional area, or both of the vasculature of the patient.

BACKGROUND

Peripherally 1nserted central catheters (PICCs) (also
referred to as percutancous mndwelling catheters) are a form
of central venous catheters (CVCs) that may be used to
deliver anftibiotics, chemotherapy (e.g., for oncolytic
therapy), nutrition, etc., to a patient for a prolonged period
of time, such as for days, weeks, or even months. A PICC
may generally be inserted into a peripheral vein 1n a patient’s
arm, and then advanced through increasingly larger veins to
a location suitable to deliver medicaments to the patient. In
general, 1t 1s desired to position the PICC such that a distal
tip thereol 1s located proximate the cavoatrial junction
(CAJ), which 1s where the superior vena cava (SVC) meets
the right atrium of the heart. The PICC 1s most effective
when the distal tip 1s placed at or within about 5 mm to about
10 mm of the CAJ (e.g., in a direction toward the superior
vena cava).

However, placement of the distal tip of a PICC proximate
the cavoatrial junction requires a high degree of precision
and usually requires a trained clinician, nurse, or practitio-
ner. IT the distal tip of the PICC 1s advanced too far, the tip
may contact the wall of the heart (e.g., such as in the right
atrtum), damaging the wall and potentially causing an
irregular heartbeat, such as an arrhythmia or tachycardia.
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Alternatively, if the tip 1s not advanced far enough and
remains in a vein, the patient may be exposed to an increased

risk ol thrombosis, spontancous malposition, or catheter
dystunction. In some 1nstances, the medicaments may not be
sufliciently diluted and transferred through the body, which
may cause damage to locations of the vasculature and tissue
where too high a concentration of medicaments are present
(e.g., as 1n 1ntravenous extravasation). Further, during
advancement of the PICC, the distal tip thereof may unde-
sirably deviate from a desired path in the patient’s vascu-
lature. For example, 1n as many as about 10 percent of adult
patients and about 25 percent of pediatric patients, the distal
tip of the catheter may deviate from the desired path at the
innominate junction or other junctions of the vasculature
between an msertion point and the CAJ. When the distal tip
deviates from an intended course, the clinician may at least
partially retract and refeed the PICC 1n an effort to place the
PICC 1n a desired location.

PICCs are generally placed using tip confirmation sys-
tems (TCSs) that employ radiography techniques. Conven-
tional tip confirmation systems include the use of fluoro-
scopic dyes and fluoroscopy or x-rays. However, the use of
such systems requires specialized dyes and equipment and
exposes the patient to harmiul 10ni1zing radiation.

BRIEF SUMMARY

Embodiments disclosed herein include methods and sys-
tems of determining one or more properties, such as a
location, of a distal tip of a catheter relative to a cavoatrial
junction. For example, in accordance with one embodiment,
a method of determining a location of a distal tip of a
catheter comprises advancing a catheter in a vemn of a
patient, the catheter comprising a fiber optic cable compris-
ing at least one optical fiber coupled to a radiation source
and a detector at a proximal end thereof, transmitting source
clectromagnetic radiation having at least a first substantially
monochromatic wavelength and electromagnetic radiation
having at least a second substantially monochromatic wave-
length from the radiation source to a distal end of the at least
one optical fiber, measuring an intensity of backscattered
clectromagnetic radiation at the at least a first substantially
monochromatic wavelength and at the at least a second
substantially monochromatic wavelength, determining a
ratio of the intensity of the backscattered electromagnetic
radiation at the at least a first substantially monochromatic
wavelength to the intensity of the backscattered electromag-
netic radiation at the at least a second substantially mono-
chromatic wavelength, and determining a location of a distal
tip of the catheter based on a value of the ratio.

In additional embodiments, a system for determining a
location of a catheter within a patient comprises at least one
optical fiber extending from a proximal end of a catheter to
a distal tip of the catheter, a radiation source operably
coupled to a proximal end of the at least one optical fiber and
configured to transmit source electromagnetic radiation
comprising at least a first substantially monochromatic
wavelength and at least a second substantially monochro-
matic wavelength through the at least one optical fiber to a
distal tip thereof, a detector operably coupled to the proxi-
mal end of the at least one optical fiber and configured to
measure an intensity of backscattered electromagnetic radia-
tion at the at least a first substantially monochromatic
wavelength and at the at least a second substantially mono-
chromatic wavelength received at the distal tip of the at least
one optical fiber, and a computing system configured to
calculate a ratio of the intensity of the backscattered elec-
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tromagnetic radiation at the at least a first substantially
monochromatic wavelength to the intensity of the backscat-
tered electromagnetic radiation at the at least a second
substantially monochromatic wavelength.

In further embodiments, a method of determining a loca-
tion of a distal tip of a catheter comprises advancing a
catheter 1n a vein of a patient, the catheter comprising a fiber
optic cable comprising a single optical fiber coupled to a
radiation source and a detector at a proximal end thereotf,
transmitting source electromagnetic radiation from the
radiation source to a distal end of the at least one optical
fiber, measuring an intensity of backscattered electromag-
netic radiation, determining a ratio of an intensity of back-
scattered electromagnetic radiation of at least a first wave-
length to an intensity of backscattered electromagnetic
radiation of at least a second wavelength, and determining a
location of a distal tip of the catheter based on a value of the
ratio.

In yet additional embodiments, a method of determiming,
one or more properties of a catheter 1n a patient comprises
advancing a catheter in vasculature of a patient, the catheter
coupled to at least one radiation source and at least one
detector, transmitting source electromagnetic radiation from
the at least one radiation source out of the catheter proximate
a distal tip thereol, measuring an intensity of backscattered
clectromagnetic radiation from the at least one radiation
source with the at least one detector, and providing a signal
indicative of a location of the distal tip within the vascula-
ture based, at least 1n part, on the measured intensity of the
backscattered electromagnetic radiation. In some embodi-
ments, the signal indicative of the location of the distal tip
within the vasculature 1s based on the measured intensity of
the backscattered electromagnetic radiation.

In other embodiments, a system for determining one or
more properties of a catheter within a patient comprises at
least one radiation source coupled to a catheter and config-
ured to transmit source electromagnetic radiation out of the
catheter proximate a distal tip thereot, at least one detector
operably coupled to the catheter and configured to measure
an intensity of backscattered electromagnetic radiation from
the at least one radiation source received at a location
proximate the distal tip of the catheter, and a computing
system configured to provide a signal indicative of a location
of the distal tip of the catheter based, at least 1n part, on a
measured intensity ol the backscattered electromagnetic
radiation. In some embodiments, the signal indicative of the
location of the distal tip within the vasculature 1s based on
the measured intensity of the backscattered electromagnetic
radiation.

In further embodiments, a method of determining one or
more properties ol a catheter 1n a patient comprises advanc-
ing a catheter 1n vasculature of a patient, the catheter
coupled to at least one radiation source and at least one
detector, transmitting source electromagnetic radiation from
the at least one radiation source to and out of a distal tip of
the catheter, measuring an intensity of backscattered elec-
tromagnetic radiation from the at least one radiation source
with the at least one detector, and at least one of determining
at least one property of the catheter based, at least in part, on
the measured intensity of the backscattered electromagnetic
radiation, and visually displaying the measured intensity of
the backscattered electromagnetic radiation. In some
embodiments, the signal indicative of the location of the
distal tip within the vasculature i1s based on the measured
intensity of the backscattered electromagnetic radiation.

In additional embodiments, a method of determining one
or more properties ol a catheter i a patient comprises
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receiving, at a processor operably coupled to the catheter, an
indication of an intensity of source electromagnetic radiation
transmitted from an emitter from a location proximate a
distal tip of a catheter within vasculature of a patient,
receiving, at the processor, an indication of an intensity of
backscattered electromagnetic radiation proximate the distal
tip as measured by a receiver, and providing a signal
indicative of a location of the distal tip of the catheter based
at least 1n part on, and 1n some forms based on, a measured
intensity of the backscattered electromagnetic radiation.

In yet additional embodiments, a system comprises a
computing system configured to be operably coupled to each
of a radiation source and a detector, the computing system
comprising a memory configured to store data related to an
intensity of source electromagnetic radiation transmitted
from the radiation source and emitted from a distal tip of a
catheter, and a processor configured to recerve an indication
of an intensity of backscattered electromagnetic radiation
measured by the detector and provide a signal indicative of
a location of the distal tip of the catheter based at least 1n part
on, and 1n some forms based on, the measured intensity of
the backscattered electromagnetic radiation. The system

further comprises a user mterface configured to provide at

least one of an audible and a visual indication of the location
of the distal tip of the catheter.

BRIEF DESCRIPTION OF THE DRAWINGS

FIG. 1 15 a simplified schematic illustrating a human heart
and related anatomy;

FIG. 2A 1s a simplified schematic of a catheter including
a fiber optic cable extending therethrough, according to an
embodiment of the disclosure;

FIG. 2B 1s a simplified transverse cross-sectional view of
the catheter of FI1G. 2A, taken along section line B-B of FIG.
2A;

FIG. 2C 1s a simplified longitudinal cross-sectional view
of the catheter of FIG. 2A, taken along section line C-C of
FIG. 2B;

FIG. 2D 1s a sitmplified transverse cross-sectional view of
a catheter according to another embodiment of the disclo-
SUre;

FIG. 2E through FIG. 2H are simplified longitudinal
cross-sectional views of an optical fiber, according to vari-
ous embodiments of the disclosure;

FIG. 21 1s a simplified transverse cross-sectional view of
a catheter, according to another embodiment of the disclo-
sure;

FIG. 3 1s a simplified schematic of a system configured for
determining a location of a catheter relative to the cavoatrial
junction, according to an embodiment of the disclosure;

FIG. 4 1s a simplified block diagram of a computing
system configured for implementing one or more embodi-
ments of the disclosure;

FIG. 5A 1s a graph illustrating a ratio of an intensity of
backscattered electromagnetic radiation at a first wavelength
to an 1ntensity of backscattered electromagnetic radiation at
a second wavelength while reflecting from different tissue
types;

FIG. 5B 1s a graph showing a percent of electromagnetic
radiation retlected as a function of wavelength in each of the
superior vena cava and 1n the right atrium;

FIG. 5C 1s a graph showing a degree of difference in
backscattered electromagnetic radiation between the vascu-
lar walls 1n the superior vena cava and the tissue in the
atrium ot the heart:
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FIG. 5D 1s a graph showing a percentage of electromag-
netic radiation that 1s retlected as a function of wavelength

in the right atrium and the superior vena cava;
FIG. 5E 1s a graph showing a relative difference 1n an

6

a catheter. For example, according to the methods described
herein, one or more properties of a catheter, such as a
location of the distal tip thereot, a direction of advancement
thereof relative to blood flow, a size of vasculature proxi-

amount of electromagnetic radiation that is reflected by the 5 mate the distal tip, whether the distal tip has passed a

superior vena cava and the right atrium as a function of
wavelength;

FIG. 6 1s a simplified cross-sectional view of a section of
vasculature 600;

FIG. 7 1s a sismplified flow diagram depicting a method of
determining a location of a distal tip of a catheter relative to
the cavoatrial junction of a patient, according to an embodi-
ment of the disclosure; and

FIG. 8 1s a simplified flow chart illustrating a method of
iserting a catheter imto a patient, according to another
embodiment of the disclosure.

DETAILED DESCRIPTION

[lustrations presented herein are not meant to be actual
views ol any particular material, component, or system, but
are merely 1dealized representations that are employed to
describe embodiments of the disclosure.

The following description provides specific details, such
as material types, compositions, material thicknesses, and
operating conditions 1n order to provide a thorough descrip-
tion of embodiments of the disclosure. However, a person of
ordinary skill in the art will understand that the embodi-
ments of the disclosure may be practiced without employing
these specific details. Indeed, the embodiments of the dis-
closure may be practiced 1n conjunction with conventional
techniques employed 1n the industry. In addition, the
description provided below does not form a complete pro-
cess tlow for placing a peripherally inserted central catheter
(PICC), central venous catheter, or any other type of catheter
in a patient or for forming related tip confirmation systems.
Further, the description provided below does not form a
complete process flow for tracking a distal tip of the catheter
during advancement thereof in a patient, for determiming a
diameter or cross-sectional area of the vasculature proximate
the distal tip, or for determining a location of the distal tip
of the catheter relative to the cavoatrial junction. Only those
process acts and structures necessary to understand the
embodiments of the disclosure are described 1n detail below.
A person of ordinary skill 1in the art will understand that
some components (e.g., valves, clamps, medicaments, tub-
ing, fiber optic cables, optical connectors, electromagnetic
radiation sources, detectors, and the like) are inherently
disclosed herein and that adding various conventional pro-
cess components and acts would be i accord with the
disclosure. Additional acts or materials to determine a loca-
tion of a catheter or one or more other properties of a
catheter within a patient may be performed by conventional
techniques.

As used herein, the term ““‘catheter” means and includes an
clongated, tubular element that 1s configured to be nserted
into a body of a patient such as through the patient’s
vasculature (e.g., into the patient’s veins or arteries), and
may include, by way of nonlimiting example, a central
venous catheter (CVC), a peripherally 1nserted central cath-
cter, a jugular venous catheter for internal jugular vein (11V)
catheterization, or other types of catheters. Catheters, as
described herein, may be used for any type of central venous
access.

The systems and methods described herein may offer
advantages compared to conventional tip confirmation sys-
tems and methods of determining a location of a distal tip of
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junction 1n the vasculature, or combinations thereof, may be
determined without use of an electrocardiogram (ECG).
Accordingly, the systems and methods may be suitable for
patients with implanted electronic devices (IEDs) (e.g., a
pacemaker), patients with an arrhythmia, or with one or
more other conditions for which ECGs pose a substantial
risk. In addition, because of the relatively smaller size of the
systems described herein, the systems and methods may be
suitable for use 1n pediatric patients to a much greater extent
than conventional tip confirmation systems. Further, the
systems and methods described herein may facilitate place-
ment of the catheter without use of a surrogate marker, such
as, for example, one or more electrodes placed on an
external surface of a patient during placement of the cath-
eter.

According to embodiments disclosed herein, a method of
determining a location of a distal tip of a catheter during
advancement and placement thereof within the vasculature
of a patient includes providing a catheter including an
clectromagnetic radiation source (e.g., at least one fiber optic
cable, a light-emitting diode, one or more lasers, etc.)
therein. For example, at least one fiber optic cable may
extend through the catheter and may be positioned and
configured to transmit electromagnetic radiation to a loca-
tion proximate the distal tip of the catheter. A distal end of
the at least one fiber optic cable may be disposed coincident
with the distal tip of the catheter, slightly proximal of the
distal tip, or slightly distal of the distal tip. Flectromagnetic
radiation may be transmitted from a radiation source through
at least one optical fiber of the fiber optic cable to the blood
proximate the distal tip, to the tissue proximate the distal tip,
or to both. A portion of the electromagnetic radiation may be
backscattered or otherwise reflected by the blood, the vas-
culature, or the tissue proximate the distal tip and may be
detected by a detector coupled to the catheter (e.g., such as
to the at least one optical fiber or at least another optical fiber
of the fiber optic cable). The location of the distal tip of the
catheter 1n relation to the cavoatrial junction may be deter-
mined based on the intensity of the electromagnetic radia-
tion provided by the radiation source relative to the intensity
of the backscattered electromagnetic radiation detected by
the detector. In some embodiments, when the intensity of the
clectromagnetic radiation from the source relative to the
intensity of the backscattered electromagnetic radiation
changes by a predetermined amount (e.g., 1s less than or
greater than a predetermined value), advancement of the
catheter may be stopped responsive to determining that the
distal tip 1s 1n or proximate the cavoatrial junction. In some
embodiments, a diameter, or a distance from the distal tip of
the catheter to a wall of the vasculature (e.g., a vein, an
artery, etc.) proximate the distal tip may be determined based
on the mtensity of the electromagnetic radiation from the
source relative to the intensity of the backscattered electro-
magnetic radiation at one or more wavelengths (e.g., at one
wavelength, at two wavelengths, or across a spectrum). In
other embodiments, the location of the distal tip of the
catheter relative to the cavoatrial junction may be deter-
mined based on the intensity of backscattered electromag-
netic radiation having at least a first wavelength relative to
an intensity ol backscattered electromagnetic radiation hav-
ing at least a second wavelength. In additional embodiments,
a direction of advancement of the distal tip may be deter-
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mined based on one or more of an itensity or a wavelength
of the backscattered electromagnetic radiation, which may
tacilitate determination by the clinician that the catheter i1s
being advanced properly and has not, for example, deviated
from an intended pathway to the CAl.

As used herein, the term “diameter” means and includes
a dimension of a cross-sectional arcuate shape, such as a
circle, an ellipse, an oval, an oblong shape, or any other
shape including at least one curved surface and may be used
to refer to structures having differently shaped cross-sec-
tions. A diameter of a structure may refer to a selected
distance between substantially opposing walls of the struc-

ture, the substantially opposing walls being separated by
about 180°.

As used herein, the term “vasculature” means and
includes veins, arteries, vessels, organs, or other components
of the vascular or blood circulatory system.

As used herein, the terms “backscattered electromagnetic
radiation” and “reflected electromagnetic radiation” may be
used to refer to electromagnetic radiation that returns to a
location proximate a source of the electromagnetic radiation
and which may be received and measured by a detector.

FI1G. 1 1s a simplified schematic of a heart 100 and related
anatomy. The heart 100 may include, among other things, a
right ventricle 102, a left ventricle 104, a left atrium 106, and
a right atrtum 108. Deoxygenated blood that has circulated
through the body enters the right atrium 108 of the heart 100
through a superior vena cava (SVC) 110 and an inferior vena
cava 112. A cavoatrial junction (CAJ) 114 may be defined as
a location where the superior vena cava 110 meets a superior
wall of the right atrium 108. A cross-sectional area of the
superior vena cava 110 may be larger than a cross-sectional
area of the veins that lead up to the superior vena cava 110.
In addition, a color (and, therefore, a retlectance spectrum,
a reflectance at one or more wavelengths, or both) of tissue
in the vasculature leading to the superior vena cava 110 may
be different than a color (and, therefore, a retlectance spec-
trum, a reflectance at one or more wavelengths, or both) of
tissue 1n the cavoatrial junction 114. In general, when a
PICC 1s placed within a patient, 1t 1s desired to place the
distal tip of the PICC at the cavoatnal junction 114 proxi-
mate the superior vena cava 110. In an adult human being,
the distal tip of the PICC 1s desirably placed no more than
about 5 mm or about 10 mm from the cavoatrial junction 114
in a direction toward the superior vena cava 110. In infants
and children, the acceptable distance range 1s much smaller.
According to embodiments described herein, systems and
methods for accurately placing a catheter, such as a PICC,
proximate the cavoatrial junction 114 are described.

With continued reference to FIG. 1, during placement of
a catheter 1n a patient, the catheter may be advanced 1n the
patient through, for example, the patient’s arm to a first vein
116 and ultimately to the cavoatrial junction 114. Between
an sertion point (e.g., the patient’s arm) and the cavoatrial
junction 114, the vasculature may include one or more
junctions at which the distal tip of the catheter may deviate
from the intended path. For example, at a first junction 120
between the first vein 116 and a second vein 118, the catheter
may undesirably advance up the second vein 118. Similarly,
at a second junction 122 (e.g., the innominate junction) the
catheter may undesirably advance up a third vein 124 (e.g.,
the brachiocephalic vein (also referred to as the “innominate
vein”’)) toward, for example, the contralateral subclavian
vein 126. According to embodiments described herein, a
system may be configured to determine when the catheter
deviates from the intended course.
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FIG. 2A 1illustrates a simplified schematic of a multi-
lumen catheter 200, according to an embodiment of the
disclosure. The catheter 200 may be configured to be
inserted mnto a patient’s vasculature, such as through a
patient’s arm, until a distal tip 210 thereof 1s located
proximate the patient’s cavoatrial junction 114 (FIG. 1). The
catheter 200 may have a length between about twelve inches
(about 30.48 cm) and about forty-eight inches (about 121.92
cm), such as between about twelve inches (about 30.48 cm)
and about twenty-four inches (about 60.96 cm), between
about twenty-four inches (about 60.6 cm) and about thirty-
s1x 1nches (about 91.44 cm), or between about thirty-six
inches (91.44 c¢m) and about forty-eight inches (about
121.92 c¢cm). However, the disclosure 1s not so limited and
the catheter 200 may have a different length than those
described above.

The catheter 200 may include at least a first lumen 202

and at least a second lumen 204 separated from the first
lumen by a wall 222. The first lumen 202 may be sized and
configured to receive a fiber optic cable 206 along an interior
thereof. The fiber optic cable 206 may extend from a
proximal end 208 to the distal tip 210 of the catheter 200. In
some embodiments, a distal end of the fiber optic cable 206
may be disposed at or proximate to the distal tip 210 of the
catheter 200. The distal end of the fiber optic cable 206 may
be located between about O mm and about 3 mm away from
the distal tip 210 of the catheter 200, such as between about
0 mm and about 1 mm, between about 1 mm and about 2
mm, or between about 2 mm and about 3 mm from the distal
tip 210. The distal end of the fiber optic cable 206 may be
between about O mm and about 3 mm from the distal tip 210
in a direction toward the proximal end 208 or between about
0 mm and about 3 mm from the distal tip 210 1n a direction
away Irom the proximal end 208. In some embodiments, the
distal end of the fiber optic cable 206 may be between about
2 mm and about 3 mm from the distal tip 210 1n a direction
away from the proximal end 208. A proximal end of the fiber
optic cable 206 may be located outside the patient and may
be configured to be coupled to one or more components
configured to provide and detect electromagnetic energy.
The second lumen 204 may be sized and configured to
receive and transport medicaments to the patient. Although
the catheter 200 of FIG. 2A 1s a dual lumen catheter, the
catheter 200 may include any number of lumens (e.g., one,
three, four, etc.). As will be described herein with reference
to FIG. 21, the catheter 200 may comprise a single lumen
catheter.
The fiber optic cable 206 may be configured to transmit
clectromagnetic energy from a source, such as at a location
outside the vasculature to the distal tip 210 of the catheter
200. The fiber optic cable 206 may further be configured to
transmit electromagnetic radiation that 1s backscattered by
the blood, by vascular walls, or by tissue 1n the vasculature
(e.g., tissue 1n the cavoatrial junction), or a combination
thereol so that at least one property of the backscattered
clectromagnetic radiation may be measured.

FIG. 2B 1llustrates a cross-sectional view of the catheter
200 taken along section line B-B i FIG. 2A, wherein the
fiber optic cable 206 1s disposed 1n the first lumen 202. The
fiber optic cable 206 may comprise a single-fiber cable
including, for example, a sheath 212 surrounding an optical
fiber assembly 220 which may include a core optical fiber
214 surrounded by cladding 216. The cladding 216 may be
surrounded by a bufler layer 218 or a jacket material. The
cable diameter may be on the order of about 300 um for a
multimode fiber cable, and smaller for a single mode fiber
cable.
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The optical fiber assembly 220 may be configured to
receive source electromagnetic radiation from a radiation
source and transmit the source electromagnetic radiation to
a distal end of the optical fiber assembly 220. In some
embodiments, the optical fiber assembly 220 may comprise
one or more single mode or multi-mode optical fibers. The
optical fiber assembly 220 may also be configured to receive
and detect electromagnetic radiation that 1s backscattered by
one or more of the blood, the vascular walls, or tissue
located 1n and/or proximate to the vasculature and transmuit
the backscattered electromagnetic radiation to a detector
configured to measure at least one property (e.g., an inten-
sity) of the backscattered electromagnetic radiation. In some
embodiments, the optical fiber assembly 220 may be con-
figured to measure a spectrum of the backscattered electro-
magnetic radiation.

FI1G. 2C 15 a cross-sectional view of the catheter 200 taken
along a longitudinal axis thereof, 1llustrating the optical fiber
assembly 220 disposed in the first lumen 202. As 1llustrated,
the optical fiber assembly 220, and hence, the core optical
fiber 214 may include a substantially planar, smooth, and
optionally polished end surface 1n a plane that is substan-
tially orthogonal to a longitudinal axis of the optical fiber
assembly 220. Stated another way, the core optical fiber 214
may be cleaved at a distal end 224 thereof at an angle of
about 90° from the longitudinal axis of the core optical fiber
214. However, the disclosure 1s not so limited and the core
optical fiber 214 may be shaped differently at the distal end
224,

Although FIG. 2B and FIG. 2C 1illustrate only one optical
fiber assembly 220, 1t 1s contemplated that 1n other embodi-
ments, the fiber optic cable 206 may include more than one
optical fiber assembly 220. By way of nonlimiting example
and as illustrated 1n FIG. 2D, a fiber optic cable 206" may
comprise a source optical fiber assembly 230 and a detector
optical fiber assembly 232, each including a core optical
fiber 214 surrounded by cladding 216 and the bufler layer
218. In some such embodiments, the sheath 212 may sur-
round the source optical fiber assembly 230 and the detector
optical fiber assembly 232. In some embodiments, a distal
end of the core optical fibers 214 of the source optical fiber
assembly 230 and the detector optical fiber assembly 232
may be longitudinally offset from each other. In some such
embodiments, at least one of the source optical fiber assem-
bly 230 and the detector optical fiber assembly 232 may be
longitudinally offset from the other of the source optical
fiber assembly 230 and the detector optical fiber assembly
232. For example, a distal end of the detector optical fiber
assembly 232 may be located closer to the distal tip 210 of
the catheter 200 than a distal end of the source optical fiber
assembly 230. In other embodiments a distal end may of the
source optical fiber assembly 230 may be located closer to
the distal tip 210 of the catheter 200 than a distal end of the
detector optical fiber assembly 232. In some embodiments,
a longitudinal distance between the distal ends of the source
optical fiber assembly 230 and the detector optical fiber
assembly 232 1s between about 1 mm and about 5 mm, such
as between about 3 mm and about 5 mm, such as about 4 mm
or about 3 mm.

FI1G. 2E through FIG. 2H are longitudinal cross-sectional
views ol optical fibers having different distal end configu-
rations. The core optical fiber 214 (FIG. 2B, FIG. 2D) may
comprise one or more of the optical fibers 1llustrated 1n FIG.
2E through FIG. 2H. FIG. 2E 1s an optical fiber 240 that may
include a distal end 242 having a hemispherical or elliptical
shape. In some embodiments, the optical fiber 240 may be
configured to transmit electromagnetic radiation 1n a plural-
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ity of directions from the distal end 242, as indicated by
arrows 244. The optical fiber 240 may similarly be config-
ured to recerve backscattered electromagnetic radiation 1nci-
dent upon the distal end 242 from a plurality of directions.

FIG. 2F illustrates another optical fiber 250 according to
embodiments of the disclosure. The optical fiber 250 may
include a conical-shaped distal end 252. The conical-shaped
distal end 2352 may, 1n some embodiments, converge to a
point 254. FIG. 2G 1illustrates yet another embodiment of an
optical fiber 260. The optical fiber 260 may include a
ball-tipped distal end 262 1n the form of a so-called “glow
ball” shaped and configured to transmit and receive electro-
magnetic radiation from a plurality of directions.

With reference to FIG. 2H, yet another embodiment of an
optical fiber 270 1s illustrated. The optical fiber 270 may
comprise what 1s referred to 1n the art as a “side-fire” optical
fiber, wherein the optical fiber 270 1s configured to transmut
and/or receive electromagnetic radiation from a radial loca-
tion of the optical fiber 270 as opposed to from a distal end
272 thereof, an outer jacket of the optical fiber being
removed circumierentially about the optical fiber 270 for
radiation emission and receipt. In some embodiments, the
distal end 272 may be coated with a reflective coating such
that substantially all of the electromagnetic radiation emitted
from or received by the optical fiber 270 1s emitted from or
received at side portions 274 of the optical fiber 270. In some
embodiments, such as that of FIG. 2H, the optical fiber 270
may be shaped and configured for determining a diameter of
the vasculature of a patient.

Although FIG. 2E through FIG. 2H illustrate optical fibers
having distal ends having various configurations, the dis-
closure 1s not so limited. For example, the optical fibers used
herein may include any type of optical fiber having any
suitable configuration of distal end(s) and the disclosure 1s
not limited to the specific optical fibers described above.

Although the catheter 200 has been described as com-
prising a multi-lumen catheter, 1t 1s contemplated that in
other embodiments, the catheter comprises a single-lumen
catheter. FIG. 2I 1s a simplified transverse cross-sectional
view of a catheter 280. The catheter 280 may include a
lumen 282 defined by a wall 284 of the catheter 280. A fiber
optic cable 290 comprising a single core optical fiber 292
may be disposed within the lumen 282. The fiber optic cable
290 may comprise, for example, a cladding 294 surrounding
the core optical fiber 292 and a bufler layer 296 surrounding
the cladding 294.

In some embodiments, the fiber optic cable 290 may have
an outer diameter of about 1235 um. In embodiments employ-
ing a single mode fiber optic cable comprising a single fiber,
the fiber optic cable may have an outer diameter of about 50
um. In some such embodiments, the fiber optic cable 290
may be disposed in a catheter sized and configured for
placement within a pediatric patient. In some such embodi-
ments, the catheter 280 may comprise, for example, a 1.9
French single lumen catheter (i1.e., 23 gauge) with an inner
diameter of about 300 um and an outer diameter of about
633 um.

FIG. 3 1s a simplified schematic illustrating a system 300
(e.g., a tip confirmation system) for determining a location
of the distal tip 210 of the catheter 200 during insertion of
the catheter 200 1nto the vasculature (e.g., a vein, an artery,
etc.) of patient a 310. During 1nsertion of the catheter 200,
it may be desired to place the distal tip 210 proximate the
cavoatrial junction 114 (FIG. 1). The system 300 may be
used for determining one or more properties of the catheter
200, such as a location of a distal tip 210 relative to a heart
320 of the patient 310 and, more particularly, relative to the
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cavoatrial junction 114. In some embodiments, the system
300 may be used for determining a diameter of the vascu-
lature of the patient during insertion of the catheter 200 and
may also be used to create a map of a diameter of the
patient’s vasculature as the catheter 200 1s mserted. In some
embodiments, a distance from the distal tip 210 to a sur-
rounding wall of the patient’s vasculature may be deter-
mined with the system 300. In additional embodiments, the
system 300 may be configured to determine whether the
distal tip 210 1s being advanced in the proper direction or
may be configured to track a location of the distal tip 210 in
the vasculature of the patient, such as, for example, whether
the distal tip 210 has passed one or more of the first junction
120 (FIG. 1) or the second junction 122 (FIG. 1).

The catheter 200 may extend within the vasculature of the
patient 310, such as from the patient’s arm to a location
proximate the heart 320. In some embodiments, the catheter
200 may comprise a multi-lumen catheter, such as a dual
lumen catheter, as described above with reference to FIG.
2 A through FIG. 2D. At least one lumen of the catheter 200
may be configured to receive medicaments, such as through
a medicament deliver tube 302. At least another lumen of the
catheter 200 may 1include at least a fiber optic cable 206
disposed therein, as described above with reference to FIG.
2A through FIG. 2D. In other embodiments, the catheter 200
comprises a single lumen catheter, wherein the fiber optic
cable 1s disposed in the lumen and withdrawn from the
lumen after placement of the catheter 200 in the patient, as
described above with reference to FIG. 21.

A portion of the fiber optic cable 206 may be located
outside the patient 310 after imnsertion. One or more optical
connectors may couple optical fibers of the fiber optic cable
206 to a radiation source 330 and a detector 340, each
located outside the patient 310. For example, an optical
connector may couple the fiber optic cable 206 to the
radiation source 330, which may be configured to provide
source electromagnetic radiation to at least one optical fiber
and to the detector 340, which may be configured to measure
backscattered electromagnetic radiation that 1s reflected by
the blood, the vasculature, tissue 1n or of the vasculature, or
combinations thereof, proximate the distal tip 210 of the
catheter 200. In some embodiments, the radiation source 330
and the detector 340 are coupled to a fiber optical fiber
assembly 220 (FIG. 2A, FIG. 21) comprising a single optical
fiber. In other embodiments, the radiation source 330 1s
operably coupled to a source optical fiber assembly 230
(FIG. 2D) and the detector 340 i1s operably coupled to a
detector optical fiber assembly 232 (FIG. 2D).

The radiation source 330 and the detector 340 may be
operably coupled to a computing system 350 configured to
aid a user (e.g., a clinician) in determining one or more
properties of the catheter 200, such as a location of the distal
tip 210 of the catheter 200 relative to the cavoatrial junction
114 (FIG. 1), whether the catheter 200 1s being advanced 1n
the proper direction, and inform the user when to stop
advancement of the catheter 200 1n the patient 310.

The radiation source 330 may be configured to provide
source electromagnetic radiation to a distal tip 210 of the
catheter 200, such as through at least one optical fiber of the
fiber optic cable 206 coupled thereto. In some embodiments,
the radiation source 330 may be configured to provide
source electromagnetic radiation having a substantially
monochromatic (e.g., substantially fixed and uniform) wave-
length at one or more wavelengths (e.g., at two or more
wavelengths). In some embodiments, the radiation source
330 may be configured to provide source electromagnetic
radiation wherein at least about 90 percent of the source
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clectromagnetic radiation has a wavelength that falls within
a range of about 10 nm. In some embodiments, the substan-
tially monochromatic wavelength source radiation, or other
source radiation, may be provided by a commercially avail-
able laser. The substantially monochromatic wavelength
may be any suitable wavelength 1n the electromagnetic
spectrum. By way of nonlimiting example, the one or more
substantially monochromatic wavelengths may have a
wavelength of about 800 nm, about 635 nm, about 633 nm,
about 628 nm, about 612 nm, about 594 nm, about 578 nm,
about 543 nm, about 532 nm, about 523 nm, about 511 nm,
or another wavelength. In some embodiments, the wave-
length employed 1s within the infrared or near-infrared
region ol electromagnetic region. The electromagnetic
radiation may have a wavelength ranging from the visible
spectrum (e.g., such as within the red region) to the near-
inirared region of electromagnetic radiation, such between
about 450 nm and about 1,100 nm, between about 6385 nm
and about 750 nm, or between about 750 nm and about 1,100
nm. In some embodiments, the radiation source 330 1s
configured to provide the source electromagnetic radiation at
a first substantially monochromatic wavelength between
about 450 nm and about 630 nm and at least a second
substantially monochromatic wavelength between about 750
nm and about 950 nm.

In some embodiments, the radiation source 330 comprises
a laser, such as a near-infrared (NIR) laser. The laser may
comprise a solid-state laser, a diode-pumped laser, or a gas
laser, by way of nonlimiting example. Although the radiation
source 330 has been described as being configured to
provide monochromatic electromagnetic radiation at one or
more wavelengths, it 1s contemplated that 1n other embodi-
ments, the radiation source 330 may be configured to
provide broadband electromagnetic radiation configured to
provide the source electromagnetic radiation over a range of
wavelengths. In yet other embodiments, the radiation source
330 may be configured to provide monochromatic electro-
magnetic radiation having different wavelengths than those
described above. In some embodiments, the radiation source
330 comprises a light-emitting diode (LED) configured to
emit, for example, monochromatic electromagnetic radia-
tion having a wavelength between about 450 nm and about
1,100 nm.

The radiation source 330 may be configured to provide
the electromagnetic radiation at a power between about 30
mW and about 70 mW, such as between about 30 mW and
about 50 mW or between about 50 mW and about 70 mW.

In some embodiments, the radiation source 330 1s con-
figured to provide polarnized electromagnetic radiation and
includes a polarizer (i.e., filter) configured to only pass light
of a specific polarization therethrough. In other embodi-
ments, the electromagnetic radiation may be unpolarized or
only partially polarized.

The radiation source 330 may be configured to provide
the electromagnetic radiation at a range of frequencies. The
clectromagnetic radiation may be provided at a frequency
between about 3 KHz and about 50 KHz, such as between
about 5 KHz and about 40 KHz, or between about 10 KHz
and about 30 KHz. In some embodiments, the electromag-
netic radiation may exhibit a frequency of about 20 KHz.

The radiation source 330 may be configured to transmit

the electromagnetic radiation to the distal tip 210 of the
catheter 200 (e.g., through the optical fiber assembly 220,

230 (FIG. 2B, FI1G. 2C, FI1G. 2D)) 1n pulses and 1n a plurality
of different wavelorms. The electromagnetic radiation may
exhibit a square wavelorm, a rectangular waveform, a
triangular waveform, a sinusoidal waveform, a sawtooth
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wavelorm, a pulse waveform, or another type of waveform.
In some embodiments, the electromagnetic radiation exhib-
its a square wavelorm. In some embodiments, a current (and,
therefore, a power) of the radiation source 330 may be
modulated. By way of nonlimiting example, the power to the
radiation source 330 and, therefore, the source electromag-
netic radiation therefrom may be pulsed between at least two
different intensities, for example between zero or another
baseline intensity and a selected full intensity, employing a
50% duty cycle. It 1s believed that providing the source
clectromagnetic radiation from the radiation source 330 1n
pulses increases a signal to noise ratio of a received or
backscattered electromagnetic radiation and {facilitates
improved detection of the backscattered electromagnetic
radiation.

In some embodiments, the system 300 may further
include a multiplexer configured to select one of several
iputs (e.g., input wavelengths) and alternate between two
or more wavelengths provided by the radiation source 330.
Accordingly, 1n some embodiments, the radiation source 330
may be configured to provide, for example, electromagnetic
radiation exhibiting at least a first wavelength (e.g., a first
substantially monochromatic wavelength) and electromag-
netic radiation exhibiting at least a second wavelength (e.g.,
a second substantially monochromatic wavelength). Of
course, 1t 1s contemplated that the radiation source 330 may
be configured to provide electromagnetic radiation (e.g.,
substantially monochromatic electromagnetic radiation) at
any number of unique wavelengths, or to provide broadband
clectromagnetic radiation.

During use and operation, the radiation source 330 may
provide source electromagnetic radiation to the fiber optic
cable 206 (FIG. 2B, FIG. 2C, FIG. 2D) and at least one
optical fiber of the fiber optic cable 206 may transmit the
source electromagnetic radiation to the distal tip 210 of the
catheter 200. In some embodiments, the source electromag-
netic radiation 1s 1n the near-infrared region of the electro-
magnetic spectrum. A distal end of at least one optical fiber
of the fiber optic cable 206 may be located proximate the
distal tip 210 of the catheter 200. By way of nonlimiting
example, the distal end of at least one optical fiber of the
fiber optic cable 206 may be located between about 0 mm
and about 3 mm from distal tip 210 of the catheter 200, such
as between about 0 mm and about 1 mm, between about 1
mm and about 2 mm, or between about 2 mm and about 3
mm from the distal tip 210 of the catheter 200. In some
embodiments, the distal end of at least one optical fiber of
the fiber optic cable 206 may protrude from the distal tip 210
of the catheter 206 a distance between about 2 mm and about
3 mm. Accordingly, the source electromagnetic radiation
from the fiber optic cable 206 may be transmitted through
the distal tip 210 to one or more of the blood, vascular walls,
and tissue located 1n and/or proximate to the vasculature and
other anatomy proximate the distal end of fiber optic cable
206 within the vasculature of the patient 310.

At least a portion of the source electromagnetic radiation
transmitted through the fiber optic cable 206 to a location
proximate the distal tip 210 of the catheter 200 may be
backscattered or otherwise reflected by, for example, one or
more of red blood cells, vascular walls, or tissue located in
or proximate to the vasculature. The backscattered electro-
magnetic radiation may be received by at least one optical
fiber (e.g., the optical fiber assembly 220

(F1G. 2B, FIG. 2C)) within the fiber optic cable 206. The
backscattered electromagnetic radiation may be transmitted
through the at least one optical fiber to the detector 340. As
described herein, properties of the backscattered electro-
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magnetic radiation may depend, at least in part, on a position
of the catheter 200 within the patient. By way of nonlimiting
example, an intensity of backscattered electromagnetic
radiation at a first wavelength relative to an intensity of
backscattered electromagnetic radiation of at least a second
wavelength may depend on a location of the distal tip 210
relative to the cavoatrial junction 114 (FIG. 1). As another
example, a spectrum of the backscattered electromagnetic
radiation may depend on the location of the distal tip 210. In
other embodiments, a ratio of an intensity of the source
clectromagnetic radiation to an intensity of the backscattered
clectromagnetic radiation may depend, at least 1n part, on a
position of the catheter 200 within the patient. In additional
embodiments, a shift 1n a peak wavelength between elec-
tromagnetic radiation from the radiation source 330 and a
peak wavelength of the backscattered electromagnetic radia-
tion may correspond to a direction of travel of the distal tip
210 relative to a direction of blood flow. Stated another way,
a shift in a wavelength between the electromagnetic radia-
tion from the radiation source 330 and a wavelength of the
backscattered electromagnetic radiation may be used to
determine a direction of movement of the distal tip 210
relative to the direction of blood flow 1n the vasculature. In
yet other embodiments, an amount (and, therefore, an inten-
sity) of backscattered electromagnetic radiation may be
directly proportional to an inner diameter and a cross-
sectional area of the vasculature proximate the distal tip 210
of the catheter 200, wherein an intensity of the backscattered
clectromagnetic radiation increases when the distal tip 210
1s located within the vasculature (e.g., a vein, an artery, etc.)
having a larger cross-sectional area than when the distal tip
210 15 located within vasculature (e.g., a vein, an artery, etc.)
having a smaller cross-sectional area. In some embodiments,
an intensity of the backscattered electromagnetic radiation
may increase during ventricular diastole (1.e., when the
ventricles open) and decrease during ventricular systole (1.¢.,
when the ventricles contract). In some embodiments, an
intensity of backscattered electromagnetic radiation may be
between about 5 and about 6 times larger during ventricular
diastole than during ventricular systole. Without wishing to
be bound by any particular theory, 1t 1s believed that the
relative change 1n intensity of the backscattered electromag-
netic radiation during ventricular diastole and ventricular
systole 1s caused by the distal end of the optical fiber
contacting the right atrium the during opening of the right
ventricle (1.e., during ventricular diastole).

The detector 340 may be configured to measure the
backscattered electromagnetic radiation that 1s transmitted
into the blood and the vasculature and reflected from one or
more of the blood, the vascular walls, or the tissue proximate
the distal end of the catheter 200 through the fiber optic
cable 206. By way of nonlimiting example, the detector 340
may be configured to measure backscattered electromag-
netic radiation that retlects or backscatters from a volume of
red blood cells, such as a volume of red blood cells proxi-
mate the distal end of the fiber optic cable 206. The detector
340 may include a photodetector, a spectrometer (which
may be used to measure an intensity of a spectrum of
backscattered electromagnetic radiation), or a spectrograph,
such as an infrared spectrometer, configured to measure at
least one property of the backscattered electromagnetic
radiation. In some embodiments, the detector 340 1s config-
ured to measure one or more of a spectrum of the backs-
cattered electromagnetic radiation, an intensity of the back-
scattered electromagnetic radiation, and an intensity of the
backscattered electromagnetic radiation at one or more
wavelengths transmitted through the fiber optic cable 206
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(1.e., at one or more wavelengths of the source electromag-
netic radiation). In some embodiments, the detector 340 1s
configured to measure an intensity ol backscattered electro-
magnetic radiation of at least two wavelengths. By way of
nonlimiting example, the detector 340 may be configured to
measure an intensity of the backscattered electromagnetic
radiation at substantially the same wavelength as one or
more wavelengths of the source electromagnetic radiation
from the radiation source 330. In some embodiments, the
detector 340 1s configured to measure a wavelength of a peak
intensity of the backscattered electromagnetic radiation.

The detector 340 may include a filter array, a grating
array, a dichroic mirror, or combinations thereof, each
configured to allow radiation of different, selected wave-
lengths to pass therethrough. In some embodiments, the
detector 340 includes a near-infrared spectrometer (such as
a near-infrared spectrometer) configured to measure at least
one of a spectrum or an intensity of electromagnetic radia-
tion that 1s transmitted by the fiber optic cable 206. In some
embodiments, the detector 340 may be configured to mea-
sure an intensity of electromagnetic radiation having sub-
stantially the same wavelength as the source electromagnetic
radiation from the radiation source 330.

The computing system 350 may be configured to deter-
mine a location of the distal tip 210 relative to the cavoatnial
junction 114 (FIG. 1). The computing system 350 may be
configured to determine a ratio of the intensity of the source
clectromagnetic radiation to the intensity of the backscat-
tered electromagnetic radiation, a ratio of an intensity of
backscattered electromagnetic radiation at a first wavelength
(e.g., a first substantially monochromatic wavelength) to an
intensity of backscattered electromagnetic radiation at least
at a second wavelength (e.g., a second substantially mono-
chromatic wavelength), or a combination thereof. Based on
one or both of the ratios, the computing system 350 may be
configured to provide an indication of a location of the distal
t1ip 210 of catheter 200 relative to the cavoatrial junction 114.
It will be understood, as that term 1s used herein, that the
“rat10” of the intensity of the source electromagnetic radia-
tion to the intensity of the backscattered electromagnetic
radiation means and includes a ratio when the intensity of
the source electromagnetic radiation 1s the numerator and
the intensity of the backscattered electromagnetic radiation
1s the denominator as well as the inverse (1.e., when the
intensity of the backscattered electromagnetic radiation 1s
the numerator and the intensity of the source electromag-
netic radiation 1s the denominator). Similarly, 1t will be
understood herein that the ratio of the intensity of the
backscattered electromagnetic radiation at a first wavelength
to the intensity of the backscattered electromagnetic radia-
tion at least at a second wavelength includes values when the
intensity of the backscattered electromagnetic radiation at
the first wavelength 1s the numerator and the intensity of the
backscattered electromagnetic radiation of at least the sec-
ond wavelength 1s the denominator, as well as the inverse
values. In other embodiments, the computing system 350 1s
configured to determine a location of the distal tip 210
relative to the cavoatrial junction 114 (FIG. 1) based on a
spectrum of the backscattered electromagnetic radiation. In
yet other embodiments, the computing system 350 may be
configured to determine a diameter, a cross-sectional area, or
both of the vasculature of the patient proximate the distal tip
210 of the catheter 200 based, at least 1n part, on the intensity
of the backscattered radiation or the aforementioned ratio of
the intensity of the backscattered electromagnetic radiation
at two or more wavelengths. By way of nonlimiting
example, a ratio of the intensity of backscattered electro-
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magnetic radiation at a first wavelength (e.g., a wavelength
between about 450 nm and about 650 nm, such as about 638
nm) to the itensity of backscattered electromagnetic radia-
tion at a second wavelength (e.g., between about 750 nm and
about 950 nm, such as about 833 nm) may change by a
predetermined amount (e.g., by at least about 20 percent, at
least about 30 percent, at least about 40 percent, etc.), or may
fall within a range of predetermined values responsive to
advancement of the catheter 200 into the cavoatrial junction.
By way of nonlimiting example, the ratio may decrease as
the distal tip 210 moves from smaller vasculature into
vasculature with a relatively larger cross-sectional area.
Without wishing to be bound by any particular theory, 1t 1s
believed that tissue 1n the veins and arteries (e.g., endothelial
cells) exhibit a different retlectance and absorption spectrum
to electromagnetic radiation than tissue in the cavoatrial
junction and heart (e.g., muscular tissue cells). It 1s also
believed that a larger volume of blood in larger vasculature
attenuates an amount (1.e., an intensity) ol backscattered
clectromagnetic radiation from tissue proximate the distal
tip 210. As the distal tip 210 moves 1nto larger vasculature,
the distal tip 210 so called “fishtails” wherein the source
clectromagnetic radiation transmitted through the distal tip
210 1s transmitted to vascular walls and tissue at angles other
than substantially parallel to the vascular walls and tissue
(e.g., at incident angles to the vascular walls and tissue). In
some such embodiments, the distal tip 210 receives a
relatively increased amount of backscattered electromag-
netic radiation at wavelengths that are reflected by the
vascular walls and tissue, altering a value of the ratio of the
intensity of the backscattered electromagnetic radiation at
the first wavelength and the second wavelength. By way of
contrast, 1n smaller vasculature, the source electromagnetic
radiation 1s transmitted at angles that are substantially par-
allel to vascular walls and, therefore, the distal tip 210 does
not receive a substantial amount of electromagnetic radia-
tion backscattered from the vascular walls and tissue.
Accordingly, in some embodiments, the ratio of intensities
of backscattered electromagnetic radiation at two or more
wavelengths may be used to determine a size of vasculature
proximate the distal tip 210, which may be particularly
useful for determining malposition (or tracking) of the
catheter 200. For example, responsive to determining that
the cross-sectional area of the vasculature proximate the
distal tip 210 1s progressively becoming smaller, the com-
puting system 300 may determine that the catheter 200 1s
being advanced away from the heart.

In other embodiments, the computing system 350 may be
configured to determine a diameter, a cross-sectional area, or
both of the vasculature of the patient proximate the distal tip
210 of the catheter 200 based, at least 1n part, on the ratio of
the 1ntensity of the source electromagnetic radiation to the
intensity of the backscattered electromagnetic radiation. By
way of nonlimiting example, the ratio of the mtensity of the
source electromagnetic radiation to the intensity of the
backscattered electromagnetic radiation may decrease as the
distal tip 210 advances from vasculature having a smaller
cross-sectional area to vasculature having a relatively larger
cross-sectional area.

In some embodiments, the computing system 350 1s
configured to determine a direction of movement of the
distal tip 210 relative to a direction of blood flow. In some
such embodiments, the computing system 350 may be
configured to determine a shift in a wavelength between the
source electromagnetic radiation and the backscattered elec-
tromagnetic radiation. Stated another way, the computing
system 350 may be configured to determine a redshiit (e.g.,
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an increase 1n wavelength) or a blueshiit (e.g., a decrease 1n
wavelength) between the source electromagnetic radiation
and the backscattered electromagnetic radiation. In some
embodiments, where the distal tip 210 1s moving 1n a vein
toward the heart 320, the distal tip 210 may be moving 1n a
same direction as deoxygenated blood traveling toward the

CAJ 114 (FIG. 1). In some such embodiments, the backs-
cattered electromagnetic radiation may exhibit an increased
wavelength compared to the source electromagnetic radia-

tion (e.g., such as, for example, an increase of about 1 nm).
When the distal tip 210 1s moved against the flow of blood
in the vasculature (e.g., countercurrent to the direction of
blood flow), such as when the distal tip 210 undesirably
moves toward the second vein 118 (FIG. 1) at the first
junction 120 (FIG. 1) or toward the third vein 124 (FIG. 1)
or the contralateral subclavian vein 126 (FIG. 1) at the
second junction 122 (FIG. 1), the backscattered electromag-
netic radiation may exhibit a decreased wavelength com-
pared to the source electromagnetic radiation (e.g., such as,
for example, a decrease of about 1 nm). Accordingly, the
computing system 350 may be configured to determine a
direction of movement of the distal tip 210 based on the
spectrum or shift in wavelength of the backscattered elec-
tromagnetic radiation relative to the CAJ 114 or the heart
100 (FIG. 1).

In other embodiments, the computing system 350 may be
configured to determine when the distal tip 210 has passed
a junction (e.g., an 1ntersection) between two or more
arteries or two or more veins (e.g., the first junction 120 or
the second junction 122). In some embodiments, due to a
turbulent flow of blood at such junctions, a spectrum of the
backscattered electromagnetic radiation may broaden. In
other words, the backscattered electromagnetic radiation
may exhibit a broader spectrum of wavelengths than when
the distal tip 210 1s not located proximate a junction in the
vasculature. Stated another way, responsive to detecting a
broadening of a spectrum of the backscattered electromag-
netic radiation, the computing system 350 may be config-
ured to detect when the distal tip 210 has passed a junction.
In other embodiments, the computing system 350 may be
configured to determine that the distal tip 210 has passed a
junction responsive to determining an increase 1n an inten-
sity of backscattered electromagnetic radiation compared to
a baseline intensity of the backscattered electromagnetic
radiation. Without wishing to be bound by any particular
theory, 1t 1s believed that the increase 1n the intensity of the
backscattered electromagnetic radiation i1s caused by so-
called fishtailing of the distal tip 210 wherein the distal tip
210 recerves an increased amount of backscattered electro-
magnetic radiation from vascular walls and tissue due, at
least 1n part, to transmitting source electromagnetic radiation
at angles incident to the vascular walls and tissue. Accord-
ingly, the computing system 350 may be configured to
determine that the distal tip 210 has passed one or more
junctions based, at least 1n part, on an intensity of backs-
cattered electromagnetic radiation.

The computing system 350 may include digital signal
processing configured to determine at least the ratio of a
property of the detected electromagnetic radiation that 1s
backscattered by the blood to a like property of the source
radiation, the ratio of the intensity of the backscattered
clectromagnetic radiation at a first wavelength to the inten-
sity of the backscattered electromagnetic radiation at a
second wavelength, or both ratios. By way of nonlimiting
example, the computing system 3350 may include a com-
parator configured to compare properties of the source
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clectromagnetic radiation (e.g., wavelength, intensity, spec-
trum, etc.) to properties of the detected electromagnetic
radiation.
Although the system 300 has been described as including
a fiber optic cable 206 coupled to each of the radiation
source 330 and the detector 340, the disclosure 1s not so
limited. In other embodiments, the radiation source 330
comprises any system configured to emit electromagnetic
radiation through a catheter and the detector 340 includes
any system configured to measure (e.g., detect) electromag-
netic radiation proximate a distal end of the catheter. In other
words, 1n some embodiments, the system may not include a
fiber optic cable for transmitting or receiving electromag-
netic radiation. In some such embodiments, and by way of
nonlimiting example, the radiation source 330 may comprise
a light-emitting diode (LED) located proximate the distal
end of the catheter. The light-emitting diode may comprise
a broadband source LED configured to emit white light and,
in some embodiments, may emit electromagnetic radiation
in the near inirared region. In other embodiments, the LED
may comprise a tuned (e.g., monochromatic) LED config-
ured to emit electromagnetic radiation within a predefined
range ol wavelengths (e.g., red light, violet light, blue light,
green light, yellow light, orange light, etc.). A detector may
also be located proximate the distal end of the catheter 200.
In yet other embodiments, the system 300 may comprise a
fiber optic cable 206 extending through at least a portion of
the catheter 200, wherein the fiber optic cable 206 1s coupled
to one or more LEDs and one or more detectors located
within the catheter between the proximal and distal ends.
FIG. 4 1s a simplified block diagram of the computing
system 3350 configured for carrying out one or more embodi-
ments of the disclosure. The computing system 350 may be
configured to execute software programs containing coms-
puting instructions and may include one or more processors
352, one or more memory 354 devices, one or more opera-
tional storage 356 devices, one or more user interface 3358
devices, and one or more communication elements 360.
The processor 352 may be configured for executing a
wide variety of operating systems and applications including
the computing instructions for implementing embodiments
of the present disclosure. The processor 352 may be con-
figured to control the computing system 3350. The processor
352 may be operably coupled to the memory 3354, the
operational storage 356, the user interface 358, and the
communication elements 360. The processor 352 may be
configured to receive information from the user interface
358 (e.g., such as from an 1mput device) and the memory 354
and process the data to determine, for example, one or more
properties of the catheter 200, such as a location of the distal
tip 210 (FIG. 3) of the catheter 200 (FIG. 3) relative to the
cavoatrial junction 114 (FIG. 1), a diameter of the vascula-
ture proximate the distal tip 210 of the catheter 200, a
direction of movement of the distal tip 210 in the vascula-
ture, whether the distal tip 210 has passed one or more
junctions, or a cross-sectional area of the vasculature proxi-
mate the distal tip 210. The processor 352 may be configured
to receive mformation (e.g., an intensity of backscattered
clectromagnetic radiation at one or more wavelengths, a
spectrum of backscattered electromagnetic radiation, etc.)
from the detector 330, etc. The processor 352 may also be
configured to receive mformation from the memory 354,
such as information related to an intensity of the source
clectromagnetic radiation at one or more wavelengths.
The memory 354 may be used to hold computing instruc-
tions, data, and other information for performing a wide
variety of tasks including performing embodiments of the
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present disclosure. By way of example, and not limitation,
the memory 354 may include Synchronous Random Access
Memory (SRAM), Dynamic RAM (DRAM), Read-Only
Memory (ROM), Flash memory, phase change memory, and
other suitable information storage devices. The memory 354
may include data related to the catheter 200 (FIG. 3), the
source electromagnetic radiation from the radiation source
330 (FIG. 3), and the backscattered electromagnetic radia-
tion detected by the detector 340 (FIG. 3), such as, for
example, one or more of a spectrum, a first wavelength, a
second wavelength, etc., or an intensity at one or more
wavelengths of the source electromagnetic radiation and one
or more of a spectrum or an intensity of the backscattered
clectromagnetic radiation at one or more wavelengths. In
some embodiments, the memory 354 may be configured to
store 1information corresponding to the diameter, the cross-
sectional area, or both of the vasculature as the distal tip 210
of the catheter 1s advanced 1n the patient. Accordingly, 1n
some such embodiments, the processor 352 may be config-

ured to provide a map of at least a relative diameter, a
cross-sectional area, or both of the vasculature as the cath-
cter 200 1s advanced.

The communication elements 360 may be configured for
communicating with other devices or communication net-
works. By way of example, and not limitation, the commu-
nication elements 360 may include elements for communi-
cating on wired and wireless communication media, such as,
for example, serial ports, parallel ports, Ethernet connec-
tions, universal serial bus (USB) connections IEEE 1394
(“firewire”) connections, bluetooth wireless connections,
802.1 a/b/g/in type wireless connections, cellular phone
wireless connections and other suitable communication
interfaces and protocols.

The operational storage 356 may be used for storing
information in non-volatile memory for use in the comput-
ing system 350. The operational storage 356 may be con-
figured as one or more storage devices. By way of nonlim-
iting example, these storage devices may include computer-
readable media (CRM). This CRM may include, but 1s not
limited to, magnetic, optical, and solid state storage devices
such as disk drives, magnetic tapes, CDs (compact discs),
DVDs (digital versatile discs or digital video discs), FLASH
memory, and other suitable information storage devices.

The user interface 358 may include mput devices and
output devices operably coupled to the processor 352. By
way ol nonlimiting example the mput devices may include
devices such as a keyboard, a numerical keypad, a mouse, a
touchscreen, a button array, a track pad, a remote control,
cameras, sensors, a microphone, and combinations thereof.
The mput devices may be configured to recerve commands
from the user and present the commands to the processor
352 to perform operations responsive to the commands. The
output devices may include, for example, an electronic
display such as a light-emitting diode (LED) array, a seg-
mented display, a liquad crystal display, a cathode ray tube
display, a plasma display, and other types of electronic
displays. The output devices may also include other periph-
eral output devices, such as speakers, to provide an audible
indication of the position of distal tip 210 of catheter 200 or
a screen to provide a visual indication of the position of the
distal tip 210. In some embodiments, the mnput devices and
the output devices may be integrated in or controlled by the
same device, such as, for example, a touchscreen display. In
some embodiments, the output device may be configured to
display or produce at least one of a signal indicative of a
location of the distal tip 210 and one or more recommended
actions determined by the computing system 350, such as for
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example, a recommendation to advance the catheter 200
(FIG. 1), a recommendation to at least partially retract the
catheter 200, or a recommendation to stop advancement of
the catheter 200. In some embodiments, the user interface
358 may comprise one or more of an electronic display or a
speaker configured to provide the recommended action, such
as notifying the user whether to advance or stop advance-
ment of the catheter 200.

The processor 352 may be configured to receive from the
detector 340 (FIG. 3) an intensity of the detected backscat-
tered electromagnetic radiation at one or more wavelengths
(e.g., such as a spectrum of the backscattered electromag-
netic radiation). The processor 352 may further be config-
ured to recerve information about the source electromagnetic
radiation from the memory 354. The processor 352 may be
configured to determine a ratio of an intensity of the source
clectromagnetic radiation to an intensity of the backscattered
clectromagnetic radiation and compare the ratio to a prede-
termined value. For example, the ratio may be determined
according to Equation (1) below:

R=I/1; Equation (1),

wherein R, 1s the ratio, I 1s the intensity of the source
clectromagnetic radiation, and I, 1s the intensity of the
backscattered electromagnetic radiation. The memory 3354
and the operational storage 356 may be configured to retain
information related to the source electromagnetic radiation
(e.g., the itensity of the source electromagnetic radiation)
and the detected electromagnetic radiation (e.g., the mten-
sity of the detected electromagnetic radiation). The proces-
sor 352 may be configured to determine the ratio using the
information stored in the memory 354 and the operational
storage 336.

When the distal tip 210 (FIG. 3) of the catheter 200 (FIG.
3) 1s disposed along a venous wall during insertion, the value
of the ratio R, using Equation (1) may be equal to about 10.
When the distal tip 210 approaches the cavoatrial junction
114 (FIG. 1), the value of this ratio may decrease signifi-
cantly and may be equal to less than about 5, less than about
4, or even less than about 3. In some embodiments, the value
of the ratio may be at least about two times less, or even at
least about three times less when the distal tip 210 1s
proximate the cavoatrial junction 114 than when it 1s not. As
described herein, the value of the ratio R, refers to the value
defined 1n Equation (1). Of course, and as described above,
it 1s contemplated that the ratio may be equal to the mnverse
of Equation (1). It 1s understood that one of ordinary skill 1in
the art would understand that 1n some such embodiments the
values of the ratio R, described herein would be the 1inverse
of the values described herein (e.g., rather than being equal
to 10, the ratio would be equal to 0.1).

In some embodiments, the value of the ratio R, may be
aflected by beating of the heart. For example, during dias-
tole, an intensity of the backscattered electromagnetic radia-
tion may increase as the ventricles open. An mtensity of the
backscattered electromagnetic radiation may decrease as the
ventricles contract during systole. In some embodiments, a
ratio of the intensity of the backscattered electromagnetic
radiation during diastole to an intensity of the backscattered
clectromagnetic radiation during systole may be between
about 5 and about 6. Such large and relatively rapid varia-
tions 1n intensity facilitate determination when the distal tip
of the advancing catheter approaches the exit of the cavoa-
trial junction 114 to the rnight atrium 108 (FIG. 1) of the
heart.

In other embodiments, the processor 352 may be config-
ured to determine a location of the distal tip 210 (FIG. 3) of
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the catheter 200 (FIG. 3) relative to the cavoatrial junction
114 (FIG. 1) based on a relative intensity between at least
two wavelengths of backscattered electromagnetic radiation.
The two wavelengths may be selected to exhibit a different
reflectance by tissue 1n veins or arteries (e.g., in the superior
vena cava) than the tissue 1in the right atrmum. By way of
nonlimiting example, at least one wavelength may exhibit a
relatively larger retlectance by tissue veins or arteries than
tissue 1n the cavoatrial junction and at least another wave-
length may exhibit a relatively smaller retlectance by tissue
in the veins and arteries than tissue 1n the cavoatrial junction.
In some such embodiments, the processor 352 may be
configured to determine a ratio of an intensity of backscat-
tered electromagnetic radiation of at least a first wavelength
(c.g., at least a first substantially monochromatic wave-
length) to an intensity of backscattered electromagnetic
radiation of at least a second wavelength (e.g., at least a
second substantially monochromatic wavelength). The at
least a first wavelength and the at least a second wavelength
may be substantially similar to at least a first wavelength and
at least a second wavelength of source electromagnetic
radiation provided by the radiation source 330 (FIG. 3). The
ratio of the backscattered electromagnetic radiation may be
determined according to Equation (2) below:

R.=L /5 Equation (2),

wherein R, 1s the ratio of the backscattered electromagnetic
radiation, I,, 1s the intensity of the backscattered electro-
magnetic radiation at the at least a first substantially mono-
chromatic wavelength, and I, , 1s the intensity of the back-
scattered electromagnetic radiation at the at least a second
substantially monochromatic wavelength. As described
herein, the value of the ratio R, refers to the value defined
in Equation (2). Of course, and as described above, 1t 1s
contemplated that the ratio may be equal to the mverse of
Equation (2). It 1s understood that one of ordinary skill 1n the
art would understand that in some such embodiments the
values of the ratio R, described herein would be the inverse
of the values described herein.

The position of the distal tip 210 relative to the cavoatrial
junction 114 may be determined with substantial accuracy
based on the value of one or both of the ratios, R, or R, . For
example, the value of R, may be used to estimate a relative
location of the distal tip 210 relative to the cavoatrial
junction 114. Without wishing to be bound by any particular
theory, 1t 1s believed that when the catheter 200 1s disposed
within the veins and arteries, the distal tip 210 1s disposed
proximate vascular walls. When the source electromagnetic
radiation 1s transmitted to the distal tip 210, a relatively large
proportion ol the electromagnetic radiation i1s attenuated
through the vascular walls, reducing an amount of the
clectromagnetic radiation that 1s backscattered by the blood.
On the other hand, when the distal tip 210 approaches an
opening 1n the vasculature, which may also be characterized
as an enlarged volume, such as the cavoatrial junction 114,
the cross-sectional area of the vasculature (e.g., the veins,
the arteries, etc.) increases. As the cross-sectional area
increases, the source electromagnetic radiation 1s backscat-
tered by more reflectors (e.g., red blood cells) than when the
distal tip 210 1s 1n the vasculature (e.g., the veins, the
arteries, etc.) having a smaller cross-sectional area (e.g.,
prior to approaching the cavoatrial junction 114). Accord-
ingly, because there are a larger number of backscatterers
proximate the cavoatrial junction 114, the detected backs-
cattered electromagnetic radiation rapidly exhibits a higher
intensity when the distal tip 210 1s proximate the cavoatrial
junction 114 than when the distal tip 210 1s disposed 1n a
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vein or artery. Stated another way, the detected backscat-
tered electromagnetic radiation may be directly related to a
volume of blood proximate the distal tip 210. For example,
the larger the vessel into which the electromagnetic radiation
1s emitted, the larger the volume of red blood cells and the
associated point cloud and, therefore, the larger the intensity
of the backscattered electromagnetic radiation. Due to the
relatively sudden, increased intensity of the backscattered
clectromagnetic radiation when the distal tip 210 1s proxi-
mate the cavoatrial junction 114, the location of the distal tip
210 relative to the cavoatrial junction 114 may be deter-
mined based on the value of the ratio.

In addition, the location of the distal tip 210 relative to the
cavoatrial junction may be determined based, at least 1n part,
on the ratio R,. Without wishing to be bound by any
particular theory, 1t 1s believed that vascular walls (e.g., such
as 1n the veins, the arteries, and the superior vena cava)
appear lighter in color due to the presence of collagen and
endothelial cells 1 those portions of the vasculature, while
tissue proximate the cavoatrial junction 114 exhibits a darker
color than the vascular walls. A color of the tissue 1n the
vasculature may transition from a white color 1n the veins
and arteries to a pink color in the superior vena cava, and to
a red color at the cavoatrnial junction. Accordingly, the
different colors exhibited by the vascular walls and the tissue
proximate the cavoatrial junction 114 may absorb or retlect
different wavelengths, and at different intensities, of elec-
tromagnetic radiation. Stated another way, the different
tissues 1n the vasculature leading up to the cavoatrial junc-
tion 114 may exhibit a diflerent reflectance at different
wavelengths or at a given wavelength. In addition, 1t 1s
believed that as the distal tip 210 approaches a larger cavity
from a relatively smaller cross-sectional area (e.g., as the
distal tip 210 approaches the cavoatrial junction 114), the
distal tip 210 so called “fishtails” as i1t 1s moves from
substantially parallel to the vascular walls to angles other
than parallel to the tissue 1n the vasculature. Since the distal
tip 210 moves to angles that are incident to the tissue 1n the
vasculature, the distal tip 210 receives an increased amount
ol backscattered electromagnetic radiation that 1s detected
by the detector 340. Accordingly, as the distal tip 210 of the
catheter approaches a relatively larger junction, the distal tip
210 receives an increased intensity ol backscattered elec-
tromagnetic radiation.

In addition, an amount of the backscattered electromag-
netic radiation may increase when the distal tip 210 1s
located 1n vasculature (e.g., a vein or artery) having a larger
cross-sectional area compared to when the distal tip 210 1s
located 1n vasculature having a relative smaller cross-sec-
tional area. As described above, 1n some embodiments, it 1s
believed that the increased intensity of the backscattered
clectromagnetic radiation may be caused by so-called “fish-
tailing” of the distal tip 210 wherein source electromagnetic
radiation 1s transmitted and backscattered electromagnetic
radiation 1s received at angles that are incident to tissue in
the vasculature proximate the vasculature. In some embodi-
ments, a diameter, a cross-sectional area, or both of the
vasculature (e.g., a vein, an artery, etc.) surrounding and
proximate the distal tip 210 may be estimated based on a
value of an intensity of the backscattered electromagnetic
radiation at one or more wavelengths compared to a baseline
value of the intensity of the backscattered electromagnetic
radiation. Since a diameter and cross-sectional area of the
vasculature of any given patient increases Irom, for
example, the arm to the cavoatrial junction 114, a relative
location of the distal tip 210 may also be estimated based on
the value of one or both of R; or R,. As noted above, a side
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fire fiber optic cable 270 as illustrated 1n FIG. 2H may be
particularly suitable for this application.

In some embodiments, the processor 352 may be further
configured to determine a location of the distal tip 210 (FIG.
3) based on the spectrum of the backscattered electromag-
netic radiation. The backscattered electromagnetic radiation
spectra may be different when the distal tip 210 1s 1n the
veins or arteries compared to when the distal tip 210
approaches the cavoatrial junction 114 (FIG. 1). In some
embodiments, the processor 352 may be configured to
compare a spectrum of backscattered electromagnetic radia-
tion to one or more spectral patterns stored in the memory
354 (FIG. 4) of backscattered radiation when the distal tip
210 1s 1n the vasculature or in the cavoatrial junction. In
some embodiments, the processor 352 may be configured to
compare an 1ntensity of backscattered electromagnetic
radiation at one or more wavelengths (e.g., at two wave-
lengths) to values stored 1n, for example, a look-up table 1n
the memory 354 to determine a location of the distal tip 210.
Stated another way, one or more properties of the catheter
(c.g., a location of the distal tip 210) may be determined
based on a comparison of the intensity of the backscattered
clectromagnetic radiation (e.g., an intensity thereof at one
wavelength, at two wavelengths, etc.) to values stored 1n a
look-up table. As described above and without wishing to be
bound by any particular theory, i1t 1s believed that the
different tissue i1n the vascular cells (e.g., the vascular
endothelial cells on the vascular walls) compared to the
tissue 1n the cavoatrial junction (e.g., muscular tissue cells)
reflect different wavelengths of electromagnetic radiation
and at different intensities. Accordingly, the processor 352
may be configured to determine a change 1n the spectrum of
the backscattered electromagnetic radiation detected by the
detector 340, which may be used to determine a location of
the distal tip 210 relative to the cavoatrial junction 114.

Accordingly, based on one or more of the value of the
rat1o of the intensity of the source electromagnetic radiation
to the intensity of the backscattered electromagnetic radia-
tion (e.g., R;), the spectrum of the backscattered electro-
magnetic radiation 1in view of the source radiation spectrum,
the ratio of backscattered electromagnetic radiation of at
least a first wavelength to an intensity of backscattered
clectromagnetic radiation of at least a second wavelength
(e.g., R,), or the spectrum of the backscattered electromag-
netic radiation, the processor 352 may be configured to
determine whether the catheter 200 (FIG. 3) should be
turther advanced or whether advancement thereof should be
halted. By way of nonlimiting example, responsive to deter-
mining the value of the ratio R,, the processor 352 may be
configured to determine whether the ratio 1s less than a
predetermined number (e.g., less than about 3, less than
about 4, less than about 3, etc.). If the value of the ratio R,
1s less than the predetermined number, the processor 352
may provide an instruction or a signal to one or both of the
communication elements 360 and the user interface 338 to
stop advancement of the catheter. As another nonlimiting
example, the processor 352 may be configured to determine
an amount by which the ratio R, has changed responsive to
advancement of the distal tip by a predetermined distance
(e.g., 1 mm, 2 mm, etc.). Responsive to determining that the
ratio R, 1s less than the predetermined number, that the ratio
R, has changed by a predetermined value (e.g., more than
about 30 percent, more than about 40 percent, etc.), or that
a value of R, falls within a predetermined range, the user
interface 358 may be configured to receive, from the pro-
cessor 352, mstructions to provide an 1ndication to the user
to stop advancement of the catheter 200. In some embodi-
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ments, the user interface 358 may comprise an output device
configured to provide a signal indicative of the location of
the distal tip 210. By way of nonlimiting example, the user
interface 358 may be configured to display a red light
(indicating to the user that the catheter 200 should not be
advanced further) when the ratio R, i1s less than the prede-
termined number or when the ratio R, falls within a prede-
termined range of values or exhibits a substantial change
(e.g., a change greater than about 20 percent, a change
greater than about 30 percent, a change greater than about 40
percent etc.) responsive to advancement of the catheter 200,
and configured to display a green light (indicating to the user
that the catheter 200 may continue to be advanced) when R,
1s greater than the predetermined number or when R, falls
outside the predetermined range of numbers or changes by
less than the predetermined amount responsive to advance-
ment of the catheter 200. In other embodiments, the output
device comprises a speaker configured to provide a variable
tone to notily the user whether to advance or stop advance-
ment of the catheter 200.

In yet additional embodiments, the processor 352 may be
configured to determine a direction of movement of the
distal tip 210 (FIG. 3). By way of nonlimiting example, the
processor 352 may be configured to determine a direction of
movement of the distal tip 210 based on a value or an
increase in an intensity of backscattered electromagnetic
radiation.

FIG. SA 1s a graph 1llustrating a ratio (1.e., R,, as defined
in Equation (2) above) of an intensity of backscattered
clectromagnetic radiation at a first wavelength to an inten-
sity of the backscattered electromagnetic radiation at a
second wavelength when a distal tip 200 of a catheter 200 1s
located 1n the superior vena cava and when the distal tip 200
1s located in the right atrium of a heart. As 1llustrated, the
ratio of the backscattered electromagnetic radiation differs
when the distal tip 210 1s 1n the superior vena cava compared
to when the distal tip 210 1s 1n, for example, the right atrium.
In addition, in some embodiments, a difference between the
value of the ratio 1s larger when the first wavelength and
second wavelength are about 523 nm and about 800 nm,
respectively compared to when the first and second wave-
length are about 635 nm and about 800 nm, respectively. In
some embodiments, the first and second wavelength may be
selected such that a difference 1n the value of the ratio when
the distal tip 210 1s 1n the superior vena cava compared to
when the distal tip 210 1s 1n the right atrium 1s maximized.
Stated another way, the first wavelength may be selected to
exhibit a relatively higher retlectivity to tissue in the veins
and arteries than to the muscular tissue 1n the cavoatrial
junction. In some embodiments, the second wavelength may
be selected to exhibit a relatively higher retlectivity to tissue
in the cavoatrial junction than to tissue in the veins and
arteries.

FIG. 5B 1s a graph showing a percentage of electromag-
netic radiation reflected (i.e., a reflectance) as a function of
wavelength 1n each of the superior vena cava and at three
locations 1n the right atrtum. As 1llustrated, a difference 1n an
amount of reflectance 1s greater between the superior vena
cava and the right atrium at lower wavelengths (e.g.,
between about 450 nm and about 530 nm) than at greater
wavelengths (e.g., between about 750 nm and about 950
nm). Stated another way, at wavelengths between about 450
nm and about 5350 nm, an amount (e.g., a percentage) of
clectromagnetic radiation retlected in the veins (e.g., the
superior vena cava) and arteries may be substantially greater
than a percentage of electromagnetic radiation backscattered
in the cavoatrial junction. At wavelengths between about, for
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example, 750 nm and about 850 nm, a difference 1n a
percentage ol electromagnetic radiation reflected by the
veins and arteries relative to the cavoatrial junction 1s less
than that at wavelengths between about 450 nm and about
550. In some embodiments, using at least two wavelengths,
a location of the distal tip may be determined based on a
ratio of the reflectance between at least a first wavelength
and at least a second wavelength (e.g., R,). In some embodi-
ments, using the at least two wavelengths may normalize the
measured values and increase a signal to noise ratio (SNR)
of the system.

FIG. 5C 1s a graph showing a degree of diflerence in
backscattered electromagnetic radiation between the vascu-
lar walls in the superior vena cava and the tissue in the
atrtum of the heart (e.g., proximate the cavoatrial junction).
FIG. 5C graphically illustrates a difference between a retlec-
tance of electromagnetic radiation reflected by the superior
vena cava and the right atrium at wavelengths between about
400 nm and about 1,000 nm. The ratio of the reflectance was
calculated according to Equation (3) below:

R=(1-(R, /R, _))/100 Equation (3),

wherein R 1s the average retlectance by the right atrium at
three locations (illustrated in FIG. 5B), R, . 1s the reflectance
by the superior vena cava, and R 1s the ratio of retlectance
graphically illustrated in FIG. 3C. As illustrated in the graph,
there 1s a substantially greater difference in an amount of
backscattered electromagnetic radiation between the vascu-
lar walls and the tissue 1n the heart at wavelengths between
about 450 nm and about 650 nm than at higher wavelengths,
such as, for example, between about 750 nm and about 930
nm. At wavelengths greater than about 800 nm, the ratio of
the reflectance begins to stabilize and does not substantially
change with a change 1n wavelength. Accordingly, 1n some
embodiments, a first wavelength may be selected to be
between about 450 nm and about 650 nm and a second
wavelength may be selected to be between about 750 nm and
about 950 nm.

FIG. 5D 1s a graph showing a percentage of electromag-
netic radiation that 1s retlected as a function of wavelength
in the right atrium and the superior vena cava in another
example. A difference between a retlectance of electromag-
netic radiation 1n the superior vena cava and a reflectance of
clectromagnetic radiation 1n the right atrium may vary
depending on the wavelength. At wavelengths between
about 450 nm and about 650 nm, such as between about 500
nm and about 600 nm, the difference may be substantially
greater than at wavelengths between about 750 nm and
about 950 nm, such as between about 800 nm and about 900
nm. The diamond shapes in FIG. 5D are at wavelengths of
clectromagnetic radiation that may be produced by commer-
cially available lasers.

By way of nonlimiting example a ratio between a reflec-
tance at a first wavelength and a reflectance at a second
wavelength may be determined to determine a location of
the distal tip of the catheter relative to the cavoatrial junc-
tion. Assuming that the first wavelength 1s selected to be
about 500 nm and the second wavelength 1s selected to be
about 800 nm, when the distal tip 1s 1n the superior vena
cava, the ratio R, may be equal to about 1.6 (1.e., 40/25,
since at about 500 nm, the reflectance 1n the superior vena
cava 1s equal to about 40 percent and at a wavelength of
about 800 nm, the reflectance in the superior vena cava 1s
equal to about 25 percent). When the distal tip 1s advanced
to a location proximate the right atrium, the ratio may be
equal to about 0.93 (i1.e., 14/15, since at a wavelength of
about 500 nm, the reflectance 1n the right atrium 1s equal to
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about 14 percent and at a wavelength of about 800 nm, the
reflectance 1n the right atrium 1s equal to about 135 percent).
Of course, one of ordinary skill 1n the art would understand
that the value of the ratios described above may be the
iverse of those described (1.e., about 0.625 (25/40) and
about 1.07 (15/14), depending on which wavelength 1s
selected to be the first wavelength and the second wave-
length).

FIG. SE 1s a graph showing a relative diflerence 1n an
amount of electromagnetic radiation that 1s reflected by the
superior vena cava and the right atrium as a function of
wavelength. The plot in FIG. SE was obtained according to
Equation (4) below:

Percent Change=(R,,_-R, _)/R__*100 Equation (4),

wherein R and R are the reflectance by the superior vena
cava and the reflectance by the right atrium shown 1n FIG.
5D, respectively.

FIG. 6 1s a simplified cross-sectional view of a section of
vasculature 600. The vasculature 600 may include a first
region 602 having a relatively smaller mner diameter than
other regions thereot, a second region 606 at an intersection
of two separate passageways 610, 612 (e.g., two veins, two
arteries, etc.), a third region 604 having a larger inner
diameter than the first region 602 and the second region 606,
and a fourth region 608 having a larger inner diameter than
the second region 606 and the third region 604. In some
embodiments, the fourth region 608 may be proximate the
cavoatrial junction. By way of nonlimiting example, as a
catheter in inserted from the first region 602 toward the
second region 606, a value of R, may decrease (since an
intensity ol backscattered electromagnetic radiation may
increase 1n vasculature having a relatively larger cross-
sectional area). Stated another way, the value of R, may be
smaller when the distal tip 1s located 1n the second region
606 than when the distal tip 1s located 1n the first region 602.
During advancement of the catheter from the first region 602
to the second region 606, a wavelength having a peak
intensity of the backscattered electromagnetic radiation may
be higher than the wavelength having a peak intensity of the
source clectromagnetic radiation (1.e., the backscattered
clectromagnetic radiation may exhibit a redshift). A value of
the ratio R, may remain substantially constant since a color
of tissue on the vein or artery proximate the distal tip (and,
therefore, a reflectance thereifrom) may remain substantially
the same.

As the distal tip of the catheter 1s advanced from the
second region 606 to the third region 604, the value of R,
may decrease relative to the value of R, when the distal tip
of the catheter 1s 1n the second region 606. When the distal
tip of the catheter 1s 1n the third region 604, a spectrum of
the backscattered electromagnetic radiation may broaden
(which may be caused by turbulence of blood flow 1n the
third region 604). During advancement of the catheter from
the second region 606 to the third region 604, the backs-
cattered electromagnetic radiation may exhibit a redshiit
since the distal tip 1s advanced 1n the same direction as the
blood. A value of the ratio R, may remain substantially
constant as the catheter 1s advanced from the second region
606 to the third region 604.

Responsive to advancing the distal tip of the catheter from
the third region 604 to the fourth region 608, the value of R,
may decrease relative to the value of R, when the distal tip
1s 1n the third region 604. In some embodiments, R, may
decrease to a value below about 5. Similarly, as the distal tip
of the catheter 1s advanced to the fourth region 608, the value
of R, may change relative to the value of R, when the distal




US 10,973,586 B2

27

tip 1s 1n first region 602, the second region 606, or the third
region 604 by at least about 5 percent, at least about 10
percent, at least about 20 percent, at least about 30 percent,
at least about 40 percent responsive to advancing catheter. In
some embodiments, the value of R, may fall within a
predetermined range, such as between about 0.20 and about
0.30, such as between about 0.24 and about 0.28. In other
embodiments, the value of R, may fall between about 0.8
and about 1.2, such as between about 0.9 and about 1.1,
responsive to advancing the distal tip to the fourth region
608. During advancement of the catheter from the third
region 604 to the fourth region 608, the backscattered
clectromagnetic radiation may exhibit a redshift.

FIG. 7 1s a ssmplified flow chart 1llustrating a method 700
of 1nserting a catheter, according to an embodiment of the
disclosure. At operation 702, a catheter 1s mserted into a
patient, such as in an arm of the patient. The catheter may
be mserted into the vasculature of the patient, such as into
a vein or into an artery. The catheter may include the catheter
700 described above with reference to FIG. 2A through FIG.
2D. For example, the catheter may include at least one fiber
optic cable extending therethrough, the fiber optic cable
coupled to a radiation source and a detector.

At operation 704, the catheter 1s advanced at least par-
tially into the patient’s vasculature and may be advanced
toward the patient’s heart (e.g., toward the cavoatrial junc-
tion).

At operation 706, source electromagnetic radiation from
the radiation source 1s transmitted to the distal tip of the
catheter and to the patient’s blood. The electromagnetic
radiation may be provided at a substantially monochromatic
wavelength and may be polarized. In some embodiments,
the source eclectromagnetic radiation has a wavelength
between a wavelength of red light in the visible spectrum
and a wavelength in the near-infrared region of the electro-
magnetic region, such as between about 685 nm and about
1,100 nm. In some embodiments, the source electromagnetic
radiation 1s transmitted to the distal tip of the catheter
through the at least one fiber optic cable.

As described above, at least a portion of the source
clectromagnetic radiation transmitted to the blood may be
absorbed by the blood and at least another portion of the
source electromagnetic radiation may be scattered (e.g.,
reflected) by the blood. At operation 708, at least one of a
spectrum or an intensity of the backscattered electromag-
netic radiation may be detected by the detector coupled to
the fiber optic cable. Measuring a spectrum of the backs-
cattered electromagnetic radiation may include determining
a shift 1n a peak wavelength between the source electro-
magnetic radiation and the backscattered electromagnetic
radiation. Due to attenuation and backscattering of the
clectromagnetic radiation 1n the blood, the reflected electro-
magnetic radiation may exhibit a spectrum and an 1ntensity
that 1s different than a spectrum and an intensity of the
source electromagnetic radiation.

At operation 710, the ratio of an intensity of the electro-
magnetic radiation transmitted at operation 706 to an inten-
sity of the backscattered electromagnetic radiation measured
at operation 708 1s determined. In addition or as an alter-
native approach, operation 710 may include measuring a
spectrum of the backscattered electromagnetic radiation and
determining whether there has been a shift in the spectrum
of the backscattered electromagnetic radiation relative to the
source electromagnetic radiation.

At operation 712 it 1s determined whether the ratio is less
than a predetermined value, 11 the backscattered spectrum 1s
different than the spectrum of the source electromagnetic
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radiation, or both (e.g., 1f there 1s a blueshift or a redshiit).
If the ratio 1s greater than the predetermined value, or 1f the
backscattered spectrum 1s substantially similar to the spec-
trum of the source electromagnetic radiation, the method
proceeds to operation 714, where the catheter 1s further
advanced through the vascular system. If there 1s a blueshait
in the electromagnetic radiation, the catheter may have
undesirably entered a vein (e.g., the subclavian vein) and
may be traveling away from the CAJ 114 (FIG. 1). In some
such embodiments, the catheter may be at least partially
retracted prior to continuing advancement thereof. If there 1s
a redshift 1in the electromagnetic radiation, the catheter may
be travelling 1n a desired direction toward the CAJ 114.
Accordingly, determining a shift in a wavelength of the
backscattered electromagnetic radiation relative to a wave-
length of the source electromagnetic radiation may serve as
a cross-check for the clinician to ensure that the distal tip
210 1s moving 1n the proper direction.

Operations 706, 708, 710, and 712 may be repeated until
the ratio 1s less than the predetermined value, the spectrum
of the backscattered electromagnetic radiation 1s substan-
tially different than the spectrum of the source electromag-
netic radiation, or both. When the ratio 1s less than the
predetermined value or the spectrum of the backscattered
clectromagnetic spectrum 1s different, the method proceeds
to operation 716 where insertion of the catheter 1s stopped.
Use of both techniques may provide a cross-check for the
clinician to ensure the catheter distal tip 210 i1s properly
placed. In yet additional embodiments, act 712 may include
determining a diameter, a cross-sectional area, or both of the
vasculature proximate the distal tip 210 of the catheter based
on the value of the ratio. The determined diameter may serve
as a cross-check for the clinician to ensure that the catheter
distal tip 210 1s properly placed. For example, depending on
the patient, the diameter or cross-sectional area may be used
to determine whether the catheter tip 1s proximate the
cavoatrial junction

Operation 718 includes removing the fiber optic cable
from the catheter after the catheter has successtully been
placed 1n the patient.

FIG. 8 1s a simplified flow chart illustrating a method 800
of inserting a catheter into a patient, according to an embodi-
ment of the disclosure. At operation 802, a catheter 1s
inserted 1nto a patient, such as 1n an arm of the patient. The
catheter may be 1nserted into the vasculature of the patient,
such as into a vein or 1into an artery. The catheter may include
the catheter 200 described above with reference to FIG. 2A
through FIG. 2D. For example, the catheter 200 may include
at least one fiber optic cable extending therethrough, the
fiber optic cable coupled to a radiation source and a detector.

At operation 804, the catheter 1s advanced at least par-
tially into the patient’s vasculature and may be advanced
toward the patient’s heart (e.g., toward the cavoatrial junc-
tion).

At operation 806, source electromagnetic radiation 1s
transmitted from the radiation source to a distal tip of the
catheter. In some embodiments, the source electromagnetic
radiation 1s transmitted to the distal tip of the catheter
through the at least one fiber optic cable. In some embodi-
ments, the source electromagnetic radiation may exhibit at
least two distinct wavelengths. By way of nonlimiting
example, the source electromagnetic radiation may exhibit
at least a first substantially monochromatic wavelength and
at least a second substantially monochromatic wavelength.
The first substantially monochromatic wavelength may be
between about 450 nm and about 650 nm and the second
substantially monochromatic wavelength may be between
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about 750 nm and about 950 nm. In some embodiments, the
first substantially monochromatic wavelength may be about
525 nm or about 635 nm and the second substantially
monochromatic wavelength may be about 800 nm or about
832 nm. The first wavelength may be selected to exhibit a
greater reflectance by the tissue 1n the veins or arteries than
the tissue 1n the cavoatrial junction and the second wave-
length may be selected such that a reflectance by the tissue
in the veins or arteries 1s similar to a reflectance from the
tissue 1n the cavoatrial junction. Of course, it 15 contem-
plated that the source electromagnetic radiation may include
any number of distinct substantially monochromatic wave-
lengths (e.g., three, four, etc.) or may comprise a spectrum
of wavelengths. In some embodiments, the source electro-
magnetic radiation comprises a broadband source of elec-
tromagnetic radiation. The source electromagnetic radiation
may be polarized. The source electromagnetic radiation
from the radiation source 330 (FIG. 3) may be transmitted
through the at least one fiber optic cable to the distal tip of
the catheter 200.

As described above, at least a portion of the source
clectromagnetic radiation transmitted to the distal tip 210
(FIG. 3) of the fiber optic cable 206 (FIG. 3) may be
absorbed by one or more of the blood, vascular walls, or
tissue proximate the distal tip 210 and at least another
portion of the source electromagnetic radiation may be
scattered, reflected, or both by one or more of the blood,
vascular walls, or the tissue proximate the distal tip 210. At
operation 808, at least one of a spectrum, an intensity, or a
reflectance of the backscattered electromagnetic radiation
may be detected by the detector. In some embodiments, the
detector 1s coupled to the fiber optic cable and the backs-
cattered electromagnetic radiation 1s transmitted to the
detector through the fiber optic cable. Measuring a spectrum
of the backscattered electromagnetic radiation may include
determining a shift 1n a peak wavelength between the source
clectromagnetic radiation and the backscattered electromag-
netic radiation. Due to attenuation and backscattering of the
clectromagnetic radiation 1n the blood, the reflected electro-
magnetic radiation may exhibit a spectrum and an intensity
that 1s different than a spectrum and an intensity of the
source electromagnetic radiation. Act 808 may include mea-
suring at least one of a spectrum, an intensity, or a reflec-
tance of the backscattered electromagnetic radiation of at
least the first substantially monochromatic wavelength and
measuring at least one of an intensity or a reflectance of
backscattered electromagnetic radiation of at least the sec-
ond substantially monochromatic wavelength may be mea-
sured through the fiber optic cable.

At operation 810, a ratio of an intensity of backscattered
clectromagnetic radiation of at least the first substantially
monochromatic wavelength to an intensity of backscattered
clectromagnetic radiation of at least the second substantially
monochromatic wavelength 1s determined, as described
above with reference to Equation (2).

In addition, or as an alternative approach, operation 810
may include measuring a spectrum of an intensity of the
backscattered electromagnetic radiation and determining a
ratio of at least an intensity of the backscattered electro-
magnetic radiation at a first wavelength or between a range
of wavelengths to an intensity of the backscattered electro-
magnetic radiation at a second wavelength or a second range
of wavelengths.

In some embodiments, such as where the at least a first
substantially monochromatic wavelength 1s between about
450 nm and about 650 nm and the at least a second
substantially monochromatic wavelength 1s between about
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750 nm and about 950 nm, the value of the ratio may
decrease as the distal tip of the catheter 200 transitions from
the vasculature having a first type of tissue having a first
color (e.g., from the veins and the superior vena cava) to a
region of the vasculature having a different type of tissue
having a different color (e.g., to the cavoatrnal junction and
the rnight atrium). At operation 812, the ratio 1s used to
determine a location of the distal tip of the catheter. By way
of nonlimiting example, when the distal tip approaches the
cavoatrial junction, the ratio may approach a value of about
1.0. For example, and referring again to FIG. 3B through
FIG. SE, the amount of electromagnetic radiation retlected
(1.e., backscattered) 1in the vasculature (e.g., the superior
vena cava) may differ significantly between relatively
shorter wavelengths (e.g., about 450 nm to about 650 nm)
and relatively longer wavelengths (e.g., about 750 nm to
about 950 nm) whereas the amount of electromagnetic
radiation reflected by the tissue in the heart 1s relatively
similar at the shorter wavelengths and the longer wave-
lengths. Accordingly, when the distal tip approaches or
enters the cavoatrial junction, the ratio may approach a value
of about 1.0. In some embodiments, the distal tip may be
advanced until the value of the ratio 1s equal to between
about 0.8 and about 1.2, such as between about 0.9 and about
1.1, for example. In other embodiments, the distal tip may be
advanced until the value of the ratio 1s equal to between
about 0.55 to about 0.65. Of course, the value of the ratio
may depend on one or more of system variables, such as the
power of the radiation source 330 (FIG. 3), on system noise,
or on the selected wavelengths of source electromagnetic
radiation.

In yet other embodiments, the location of the distal tip 210
may be determined based on a rate of change of the value of
the ratio. By way of nonlimiting example, the value of the
ratio may change more rapidly as the distal tip approaches
the cavoatrial junction. In some embodiments, 1f the value of
the ratio changes by at least about 5 percent, at least about
10 percent, at least about 20 percent, at least about 30
percent, at least about 40 percent responsive to advancing or
retracting the catheter by about 1 mm, the distal tip may be
proximate the cavoatrial junction.

Accordingly, operation 812 includes determining whether
the ratio 1s between a range of predetermined values, 1f the
ratio 1s changing at greater than a predetermined rate, or
both. If the ratio 1s not between the range of predetermined
values, 1s not changing at greater than a predetermined rate,
or both, the method 800 proceeds to operation 814, where
the catheter 200 1s further advanced through the vascular
system. If an intensity of backscattered electromagnetic
radiation decreases at one or more wavelengths as the
catheter 1s advanced, the catheter may have undesirably
entered a vein and may be traveling away from the CAJ 114
(FI1G. 1). In some such embodiments, the catheter may be at
least partially retracted prior to continuing advancement
thereof.

Operations 806, 808, 810, 812, and 814 may be repeated
until the ratio falls within a predetermined range of values,
the ratio changes by a predetermined amount, or both, at
which point, the method 800 proceeds to operation 816
where the advancement of the catheter 1s stopped.

Operation 818 includes removing the fiber optic cable
from the catheter after the catheter has successtully been
placed in the patient.

Although the method 800 has been described as including
a first substantially monochromatic wavelength and at least
a second substantially monochromatic wavelength, the dis-
closure 1s not so limited. For example, the method may
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include transmitting electromagnetic radiation exhibiting
any number of discrete substantially monochromatic wave-
lengths (e.g., two, three, four, etc.). In some embodiments,
at least a third substantially monochromatic wavelength may
be transmitted by the radiation source. In some such embodi-
ments, an mtensity ol backscattered electromagnetic radia-
tion may be measured at the at least a third substantially
monochromatic wavelength. The method 800 may include
determining a ratio of the intensity of the backscattered
clectromagnetic radiation at the at least a third substantially
monochromatic wavelength to at least one of the intensity of
the backscattered electromagnetic radiation at the at least a
first substantially monochromatic wavelength or the inten-
sity of the backscattered electromagnetic radiation at the at
least a second monochromatic wavelength. Of course, 1t 1s
contemplated that any number of discrete substantially
monochromatic wavelengths may be transmitted from the
radiation source 330 (FIG. 3) and an intensity any number
of discrete substantially monochromatic wavelengths may
be measured by the detector 340 (FIG. 4) to determine any
number of ratios of backscattered electromagnetic radiation
may be determined. In some embodiments, calculating more
than one ratio may increase an accuracy of the method 800.

As described above, the source electromagnetic radiation
transmitted to the distal tip of the fiber optic cable may
exhibit a frequency between about 3 KHz and about 50 KHz.
Accordingly, although FIG. 7 and FIG. 8 illustrate that
operations 706 and 806 include transmitting electromagnetic
radiation through the fiber optic cable and operations 708
and 808 include measuring at least one of an intensity and
a spectrum of the backscattered electromagnetic radiation,
during use and operation, the electromagnetic radiation 1s
substantially continuously transmitted through the fiber
optic cable and the backscattered electromagnetic radiation
1s substantially continuously measured by the detector. In
other words, the source electromagnetic radiation provided
by the radiation source 330 1s not necessarily halted when
the detector 340 1s measuring the backscattered electromag-
netic radiation or when the computing system 350 1s deter-
mimng the ratio of the intensity of the source electromag-
netic radiation to the intensity of the backscattered
clectromagnetic radiation.

The systems and methods described herein may be used
to determine at least one property of a catheter in a patient,
such as a location of the distal tip of a catheter or a direction
of motion of the distal tip relative to the cavoatrial junction
or to a direction of flow of blood in any anatomy wherein a
volume of retlectors, such as red blood cells, changes as the
catheter 1s inserted. For example, the system and methods
may be used to determine a location of the distal tip of the
catheter at locations within the vasculature exhibiting an
increase (or similarly, a decrease) in cross-sectional area.
However, the disclosure i1s not limited to determining a
location of the distal tip only based on a change in cross-
sectional area. In some embodiments, 1t 1s contemplated that
a volume of reflectors may increase while a cross-sectional
areca ol the vasculature remains substantially constant. In
some such embodiments, a concentration of reflectors may
be different at one or more locations having substantially the
same cross-sectional area in the vasculature, which locations
may be determined based on an intensity of electromagnetic
radiation backscattered by the reflectors. By way of non-
limiting example, a concentration of one or more types of
reflectors may vary depending on a proximity to one or more
organs or glands.

Accordingly, in some embodiments, the systems and
methods described herein may be used to determine and/or

10

15

20

25

30

35

40

45

50

55

60

65

32

provide a signal indicative of one or more properties of a
catheter within the vasculature of a patient. The methods
may include a method of determining and/or providing a
signal indicative of one or more properties of a catheter 1n
the vasculature of a patient based on, or based at least 1n part
on, a ratio of an intensity of backscattered electromagnetic
radiation from the vasculature of a first wavelength to an
intensity ol the backscattered electromagnetic of at least a
second wavelength (1.e., R, (Equation (2)) or otherwise on a
spectrum of the backscattered radiation, a method of deter-
mining and/or providing a signal indicative of one or more
properties of a catheter 1n the vasculature of a patient based
on, or at least in part on, an intensity of backscattered
radiation and for example a ratio of an intensity of source
clectromagnetic radiation to an intensity of backscattered
electromagnetic radiation (1.e., R, (Equation (1)), or both.
The systems may include a system for determining and/or
providing a signal indicative of one or more properties of a
catheter 1n the vasculature of a patient based on, or based at
least 1n part on, a ratio of an intensity of backscattered
clectromagnetic radiation from the vasculature of a first
wavelength to an 1ntensity of the backscattered electromag-
netic of at least a second wavelength (1.e., R, (Equation (2))
or otherwise on a spectrum of backscattered radiation, a
system for determining and/or providing a signal indicative
ol at least one property of a catheter 1n the vasculature of a
patient based on, or at least in part on, an intensity of
backscattered radiation and for example a ratio of an inten-
sity of source electromagnetic radiation to an intensity of
backscattered electromagnetic radiation (1.e., R, (Equation
(1)), or both. When the system 1s configured to determine
both ratios, R, and R,, or to otherwise provide signals
indicative of a catheter location or other property based on
both backscattered electromagnetic radiation intensity and a
spectrum of backscattered electromagnetic radiation (e.g.
compared to the source intensity or spectrum), the system
may be configured to provide a separate audible and/or
visual indication to a user (e.g., a clinician) based on these
parameters, e.g. a first audible and/or visible indication
based on a value of R, and a second, separate audible and/or
visual indication to the user based on the value of R,. In
some embodiments, the system may turther be configured to
provide a separate audible and/or visual indication to the
user responsive to determining a direction of blood flow
relative to the distal tip of the catheter. In some such
embodiments, the system may be configured to provide
different audible and visual signals based on the direction of
the blood flow relative to the distal tip. Accordingly, the
method may 1nclude providing a separate audible and/or
visual indication to a user based on a value of R, a separate
audible and/or visual indication to the user based on the
value of R,, and a separate audible and/or visual indication
based on the direction of blood tlow relative to the distal tip.
It will be understood, however, that these various backscat-
tered electromagnetic radiation signals, potentially 1n rela-
tion to their electromagnetic radiation source or sources, can
also be assessed together by the processor 1n the system, to
generate a single audible and/or visual indication to a user
indicative of a property of a catheter (e.g. catheter tip
location). These considerations for processing the backscat-
tered signal or signals from within the vasculature of the
patient can be used i1n all embodiments disclosed herein
unless otherwise expressly indicated or clear 1n context.
Accordingly, one or more properties of a catheter (e.g. the
catheter tip location) may be determined and/or a visible or
audible signal may be provided to a user during a time
pertod 1n which the catheter 1s moved through (e.g.,
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advanced or retracted longitudinally 1n) the vasculature of a
patient. In some such embodiments, the source electromag-
netic radiation, detection of one or more properties of the
backscattered electromagnetic radiation (e.g., an intensity
thereol, a spectrum thereof, an intensity at one or more
wavelengths thereot), and a signal indicative of one or more
properties of the catheter (e.g., a location thereol) may be
provided during the time period i which the catheter 1s
moved through (e.g., advanced or retracted longitudinally
in) the vasculature of a patient. These considerations for
backscattered signal generation and subsequent steps or
processing can be used 1n all embodiments disclosed herein
unless otherwise expressly indicated or clear in context.

Additional non-limiting example embodiments of the
disclosure are set forth below.

Embodiment 1: A method of determiming a location of a
distal tip of a catheter relative to a cavoatrial junction, the
method comprising: 1nserting a catheter mnto a vemn of a
patient to a location approaching the cavoatrial junction of
the patient; the catheter comprising at least one optical fiber
extending from a proximal end of the catheter to a location
proximate a distal tip of the catheter; the at least one optical
fiber operably coupled at a proximal end thereof to a
radiation source configured to transmit electromagnetic
radiation through the at least one optical fiber and to the
distal tip of the catheter; the at least one optical fiber
operably coupled at the proximal end thereof to a detector
configured to measure an intensity of electromagnetic radia-
tion; transmitting source electromagnetic radiation at an
intensity from the radiation source through the at least one
optical fiber to a distal tip thereof into blood located proxi-
mate the distal tip of the at least one optical fiber; detecting
an 1tensity of backscattered electromagnetic radiation
reflected from the blood located proximate the distal tip of
the optical fiber; and determining a ratio of the intensity of
the source electromagnetic radiation to the intensity of the
backscattered electromagnetic radiation.

Embodiment 2: The method of Embodiment 1, further
comprising stopping advancement of the catheter responsive
to determining that the ratio i1s less than a predetermined
value.

Embodiment 3: The method of Embodiment 2, further
comprising selecting the predetermined value to be one of
less than about 3, less than about 3, or less than about 2.

Embodiment 4: The method of any one of Embodiments
1 through 3, further comprising selecting the at least one
optical fiber to comprise at least a first optical fiber coupled
to the radiation source and at least a second optical fiber
coupled to the detector.

Embodiment 5: The method of any one of Embodiments
1 through 4, wherein transmitting source electromagnetic
radiation at an intensity from the radiation source comprises
transmitting electromagnetic radiation exhibiting a wave-
length 1n a near-infrared region of the electromagnetic
spectrum.

Embodiment 6: The method of any one of Embodiments
1 through 5, wherein mserting a catheter into a vein of a
patient comprises inserted a catheter comprising the at least
one optical fiber 1n a lumen of the catheter into the vein of
the patient.

Embodiment 7: A system for determining a location of a
catheter within a patient, the system comprising: at least one
optical fiber extending from a proximal end of a catheter to
a distal tip of the catheter; a radiation source operably
coupled to a proximal end of the at least one optical fiber and
configured to transmit source electromagnetic radiation at an
intensity through the at least one optical fiber to a distal tip
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thereof; a detector operably coupled to the proximal end of
the at least one optical fiber and configured to measure an
intensity ol backscattered electromagnetic radiation
received at the distal tip of the at least one optical fiber; and
a computing system configured to calculate a ratio of the
intensity of the source electromagnetic radiation to the
intensity of the received electromagnetic radiation.

Embodiment 8: The system of Embodiment 7, wherein
the at least one optical fiber comprises a first optical fiber
operably coupled to the radiation source and a second
optical fiber operably coupled to the detector.

Embodiment 9: The system of Embodiment 7 or Embodi-
ment 8, wherein a distal end of one of the first optical fiber
and the second optical fiber 1s located closer to the distal tip
of the catheter than the other of the distal end of the first
optical fiber and the second optical fiber.

Embodiment 10: The system of Embodiment 7 or
Embodiment 8, wherein a distal end of the first optical fiber
and a distal end of the second optical fiber are substantially
coincident.

Embodiment 11: The system of any one of Embodiments
7 through 10, wherein the computing system further com-
prises at least one of an electronic display and a speaker
configured to provide an indication when the ratio 1s less
than about 3.

Embodiment 12: A method of determining a location of a
distal tip of a catheter relative to a cavoatrial junction, the
method comprising: inserting a catheter mto a vein of a
patient to a location approaching the cavoatrial junction of
the patient; the catheter comprising at least one optical fiber
extending from a proximal end of the catheter to a location
proximate a distal tip of the catheter; the at least one optical
fiber operably coupled at a proximal end thereof to a
radiation source configured to transmit electromagnetic
radiation through the at least one optical fiber and to the
distal tip of the catheter; the at least one optical fiber
operably coupled at the proximal end thereof to a detector
configured to measure an intensity of electromagnetic radia-
tion; transmitting source electromagnetic radiation at an
intensity from the radiation source through the at least one
optical fiber to a distal tip thereof into blood located proxi-
mate the distal tip of the at least one optical fiber; detecting
an 1ntensity of backscattered electromagnetic radiation
reflected from the blood located proximate the distal tip of
the optical fiber; and determining a ratio of the intensity of
the source electromagnetic radiation to the intensity of the
backscattered electromagnetic radiation.

Embodiment 13: The method of Embodiment 12, further
comprising stopping advancement of the catheter responsive
to determining that the ratio i1s less than a predetermined
value.

Embodiment 14: The method of Embodiment 13, further
comprising selecting the predetermined value to be one of
less than about 3, less than about 3, or less than about 2.

Embodiment 15: The method of any one of Embodiments
12 through 14, further comprising selecting the at least one
optical fiber to comprise at least a first optical fiber coupled
to the radiation source and at least a second optical fiber
coupled to the detector.

Embodiment 16: The method of any one of Embodiments
12 through 15, wherein transmitting source electromagnetic
radiation at an intensity from the radiation source comprises
transmitting electromagnetic radiation exhibiting a wave-
length 1n a near-infrared region of the electromagnetic
spectrum.

Embodiment 17: The method of any one of Embodiments
12 through 16, wherein inserting a catheter into a vein of a
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patient comprises mserting a catheter comprising the at least
one optical fiber 1n a lumen of the catheter into the vein of
the patient.

Embodiment 18: The method of any one of Embodiments
12 through 14, 16, and 17, wherein detecting an 1ntensity of
backscattered electromagnetic radiation reflected from the
blood located proximate the distal tip of the optical fiber
comprises detecting the intensity of the backscattered elec-
tromagnetic radiation with the same at least one optical fiber
from which the source electromagnetic radiation 1s trans-
mitted.

Embodiment 19: The method of any one of Embodiments
12 through 14, and 16 through 18, wherein the at least one
optical fiber comprises a single optical fiber.

Embodiment 20: A system for determining a location of a
catheter within a patient, the system comprising: at least one
optical fiber extending from a proximal end of a catheter to
a distal tip of the catheter; a radiation source operably
coupled to a proximal end of the at least one optical fiber and
configured to transmit source electromagnetic radiation at an
intensity through the at least one optical fiber to a distal tip
thereot; a detector operably coupled to the proximal end of
the at least one optical fiber and configured to measure an
intensity of backscattered electromagnetic radiation
received at the distal tip of the at least one optical fiber; and
a computing system configured to calculate a ratio of the
intensity of the source electromagnetic radiation to the
intensity of the received electromagnetic radiation.

Embodiment 21: The system of Embodiment 20, wherein
the at least one optical fiber comprises a first optical fiber
operably coupled to the radiation source and a second
optical fiber operably coupled to the detector.

Embodiment 22: The system of Embodiment 21, wherein
a distal end of one of the first optical fiber and the second
optical fiber 1s located closer to the distal tip of the catheter
than the other of the distal end of the first optical fiber and
the second optical fiber.

Embodiment 23: The system of Embodiment 21 or
Embodiment 22, wherein a distal end of the first optical fiber
and a distal end of the second optical fiber are substantially
coincident.

Embodiment 24: The system of any one of Embodiments
20 through 24, wherein the computing system further com-
prises at least one of an electronic display and a speaker
configured to provide an indication when the ratio 1s less
than about 3.

Embodiment 25: The system of any one of Embodiments
20 through 25, wherein the computing system 1s further
configured to determine at least one of a diameter or a
cross-sectional area of a vein proximate the distal tip of the
at least one optical fiber.

Embodiment 26: A method of determining a location of a
distal tip of a catheter, the method comprising: advancing a
catheter 1n a vein of a patient, the catheter comprising a fiber
optic cable comprising a single optical fiber coupled to a
radiation source and a detector at a proximal end thereof;
transmitting source electromagnetic radiation from the
radiation source to the distal end of the single optical fiber;
measuring an intensity of backscattered electromagnetic
radiation with the single optical fiber; and determiming a
location of a distal tip of the catheter based, at least 1n part,
on a ratio ol an intensity of the source electromagnetic
radiation to the intensity of the backscattered electromag-
netic radiation.

Embodiment 27: The method of Embodiment 26, further
comprising stopping advancement of the catheter when the
ratio 1s less than about 5.
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Embodiment 28: The method of E

Embodiment 26 or
Embodiment 27, wherein measuring an intensity of backs-
cattered electromagnetic radiation with the single optical
fiber comprises measuring the intensity of the backscattered
clectromagnetic radiation at substantially the same wave-
length as the source electromagnetic radiation.

Embodiment 29: The method of any one of Embodiments
26 through 28, further comprising: determiming at least one
of a diameter or a cross-sectional area of the vein proximate
the distal tip of the catheter based on the ratio; and deter-
mining a location of a distal tip of the catheter based, at least
in part, on the diameter or the cross-sectional area of the vein
proximate the distal tip.

Embodiment 30: The method of any one of Embodiments
26 through 29, wherein transmitting source electromagnetic
radiation from the radiation source to the distal end of the
single optical fiber comprises transmitted electromagnetic
radiation having a wavelength between about 750 nm and
about 1,100 nm from the radiation source to the distal end
of the optical fiber.

Embodiment 31: A method of determining a location of a
distal tip of a catheter relative to a cavoatrial junction, the
method comprising: nserting a catheter mto a vein of a
patient to a location approaching the cavoatrial junction of
the patient; the catheter comprising at least one optical fiber
extending from a proximal end of the catheter to a location
proximate a distal tip of the catheter; the at least one optical
fiber operably coupled at a proximal end thereof to a
radiation source configured to transmit electromagnetic
radiation through the at least one optical fiber and to the
distal tip of the catheter; the at least one optical fiber
operably coupled at the proximal end thereof to a detector
coniigured to measure an intensity of electromagnetic radia-
tion; transmitting source electromagnetic radiation at an
intensity from the radiation source through the at least one
optical fiber to a distal tip thereof 1nto blood located proxi-
mate the distal tip of the at least one optical fiber; detecting,
an 1tensity of backscattered electromagnetic radiation
reflected from the blood located proximate the distal tip of
the optical fiber; and determining a ratio of the itensity of
the source electromagnetic radiation to the mtensity of the
backscattered electromagnetic radiation.

Embodiment 32: The method of Embodiment 31, further
comprising stopping advancement of the catheter responsive
to determining that the ratio 1s less than a predetermined
value.

Embodiment 33: The method of Embodiment 32, further
comprising selecting the predetermined value to be one of
less than about 3, less than about 3, or less than about 2.

Embodiment 34: The method of any one of Embodiments
31 through 33, further comprising selecting the at least one
optical fiber to comprise at least a first optical fiber coupled
to the radiation source and at least a second optical fiber
coupled to the detector.

Embodiment 35: The method of any one of Embodiments
31 through 34, wherein transmitting source electromagnetic
radiation at an itensity from the radiation source comprises
transmitting electromagnetic radiation exhibiting a wave-
length 1n a near-infrared region of the electromagnetic
spectrum.

Embodiment 36: The method of any one of Embodiments
31 through 35, wherein inserting a catheter into a vein of a
patient comprises nserting a catheter comprising the at least
one optical fiber 1n a lumen of the catheter into the vein of
the patient.

Embodiment 37: The method of any one of Embodiments
31 through 33, 35, and 36, wherein detecting an intensity of
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backscattered electromagnetic radiation reflected from the
blood located proximate the distal tip of the optical fiber
comprises detecting the intensity of the backscattered elec-
tromagnetic radiation with the same at least one optical fiber
from which the source electromagnetic radiation 1s trans-
mitted.

Embodiment 38: The method of any one of Embodiments
31 through 33 or 35 through 37, wherein the at least one
optical fiber comprises a single optical fiber.

Embodiment 39: The method of any one any one of
Embodiments 31 through 38, wherein detecting an intensity
ol backscattered electromagnetic radiation reflected from
the blood located proximate the distal tip of the optical fiber
comprises determining a shift in a wavelength between the
source electromagnetic radiation and the backscattered elec-
tromagnetic radiation.

Embodiment 40: A system for determiming a location of a
catheter within a patient, the system comprising: at least one
optical fiber extending from a proximal end of a catheter to
a distal tip of the catheter; a radiation source operably
coupled to a proximal end of the at least one optical fiber and
configured to transmit source electromagnetic radiation at an
intensity through the at least one optical fiber to a distal tip
thereot; a detector operably coupled to the proximal end of
the at least one optical fiber and configured to measure an
intensity of backscattered electromagnetic radiation
received at the distal tip of the at least one optical fiber; and
a computing system configured to calculate a ratio of the
intensity of the source electromagnetic radiation to the
intensity of the received electromagnetic radiation.

Embodiment 41: The system of Embodiment 40, wherein
the at least one optical fiber comprises a first optical fiber
operably coupled to the radiation source and a second
optical fiber operably coupled to the detector.

Embodiment 42: The system of Embodiment 40 or
Embodiment 41, wherein a distal end of one of the first
optical fiber and the second optical fiber 1s located closer to
the distal tip of the catheter than the other of the distal end
of the first optical fiber and the second optical fiber.

Embodiment 43: The system Embodiment 40 or Embodi-
ment 41, wherein a distal end of the first optical fiber and a
distal end of the second optical fiber are substantially
coincident.

Embodiment 44: The system of any one of Embodiments
40 through 43, wherein the computing system further com-
prises at least one of an electronic display and a speaker
configured to provide an indication when the ratio 1s less
than about 3.

Embodiment 45: The system of any one of Embodiments
40 through 44, wherein the computing system 1s further
configured to determine at least one or a diameter or a
cross-sectional area of a vein proximate the distal tip of the
at least one optical fiber.

Embodiment 46: The system of any one of Embodiments
40 through 45, wherein the computing system i1s further
configured to determine a direction of movement of the
distal tip of the catheter based, at least in part, on a shift in
wavelength between the source electromagnetic radiation
and the backscattered electromagnetic radiation.

Embodiment 47: A method of determining a location of a
distal tip of a catheter, the method comprising: advancing a
catheter 1n a vein of a patient, the catheter comprising a fiber
optic cable comprising a single optical fiber coupled to a
radiation source and a detector at a proximal end thereof;
transmitting source electromagnetic radiation from the
radiation source to the distal end of the single optical fiber;
measuring an intensity of backscattered electromagnetic
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radiation with the single optical fiber; and determining a
location of a distal tip of the catheter based, at least 1n part,
on a ratio ol an intensity of the source electromagnetic
radiation to the intensity of the backscattered electromag-
netic radiation.

Embodiment 48: The method of Embodiment 47, further
comprising stopping advancement of the catheter when the
ratio 1s less than about 5.

Embodiment 49: The method of Embodiment 47 or
Embodiment 48, wherein measuring an intensity of backs-
cattered electromagnetic radiation with the single optical
fiber comprises measuring the intensity of the backscattered
clectromagnetic radiation at substantially the same wave-
length as the source electromagnetic radiation.

Embodiment 50: The method of any one of Embodiments
4’7 through 49, further comprising: determining at least one
of a diameter or a cross-sectional area of the vein proximate
the distal tip of the catheter based on the ratio; and deter-
mining a location of a distal tip of the catheter based, at least
in part, on the diameter or the cross-sectional area of the vein
proximate the distal tip.

Embodiment 51: The method of any one of Embodiments
4’7 through 50, wherein transmitting source electromagnetic
radiation from the radiation source to the distal end of the
single optical fiber comprises transmitted electromagnetic
radiation having a wavelength between about 750 nm and
about 1,100 nm from the radiation source to the distal end
of the optical fiber.

Embodiment 52: The method of any one of Embodiments
4’7 through 51, wherein measuring an intensity of backscat-
tered electromagnetic radiation with the single optical fiber
comprises determining a shift in wavelength between the
source electromagnetic radiation and the backscattered elec-
tromagnetic radiation.

Embodiment 53: The method of Embodiment 52, further
comprising determiming a direction of movement of the
distal tip of the catheter based on the shift in wavelength
between the source electromagnetic radiation and the back-
scattered electromagnetic radiation.

Embodiment 54: The method of any one of Embodiments
4’7 through 53, further comprising, responsive to a broad-
ening ol a spectrum of the backscattered electromagnetic
radiation, determining that the distal tip of the catheter 1s
proximate a junction between at least two veins.

Embodiment 355: A method of determining a location of a
distal tip of a catheter, the method comprising: advancing a
catheter 1n a vein of a patient, the catheter comprising a fiber
optic cable comprising at least one optical fiber coupled to
a radiation source and a detector at a proximal end thereof;
transmitting source electromagnetic radiation having at least
a first substantially monochromatic wavelength and electro-
magnetic radiation having at least a second substantially
monochromatic wavelength from the radiation source to a
distal end of the at least one optical fiber; measuring an
intensity ol backscattered electromagnetic radiation at the at
least a first substantially monochromatic wavelength and at
the at least a second substantially monochromatic wave-
length; determining a ratio of the intensity of the backscat-
tered electromagnetic radiation at the at least a first substan-
tially monochromatic wavelength to the intensity of the
backscattered electromagnetic radiation at the at least a
second substantially monochromatic wavelength; and deter-
mining a location of a distal tip of the catheter based on a
value of the ratio.

Embodiment 56: The method of Embodiment 55, further
comprising selecting the at least a first substantially mono-
chromatic wavelength to be between about 450 nm and
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about 650 nm and selecting the at least a second substan-
tially monochromatic wavelength to be between about 750
nm and about 950 nm.

Embodiment 357: The method of Embodiment 55 or
Embodiment 56, wherein measuring an intensity ol backs-
cattered electromagnetic radiation at the at least a first
substantially monochromatic wavelength comprises deter-
mimng a retlectance of the source electromagnetic radiation
having the at least a first substantially monochromatic
wavelength.

Embodiment 58: The method of any one of Embodiments
55 through 57, further comprising: transmitting source elec-
tromagnetic radiation having at least a third substantially
monochromatic wavelength from the radiation source to the
distal end of the at least one optical fiber; and measuring an
intensity ol backscattered electromagnetic radiation at the at
least a third substantially monochromatic wavelength.

Embodiment 59: The method of Embodiment 58, further
comprising determining a ratio of the mtensity of the back-
scattered electromagnetic radiation at the at least a third
substantially monochromatic wavelength to at least one of
the intensity of the backscattered electromagnetic radiation
at the at least a first substantially monochromatic wave-
length or the intensity of the backscattered electromagnetic
radiation at the at least a second monochromatic wave-
length.

Embodiment 60: The method of any one of Embodiments
55 through 59, wherein determining a location of a distal tip
of the catheter based on a value of the ratio comprises
determining that the distal tip of the catheter 1s 1n a cavoa-
trial junction of the patient responsive to determining that
the ratio 1s between about 0.8 and about 1.2.

Embodiment 61: The method of any one of Embodiments
55 through 60, wherein determining a location of a distal tip
of the catheter based on a value of the ratio comprises
determining that the distal tip of the catheter 1s in a cavoa-
trial junction of the patient responsive to an increased rate of
change of the value of the ratio responsive to movement of
the distal tip.

Embodiment 62: The method of any one of Embodiments
55 through 61, wherein determining a location of a distal tip
of the catheter based on a value of the ratio comprises
determining that the distal tip of the catheter 1s at the
cavoatrial junction responsive to a change 1n the ratio of at
least about 20 percent.

Embodiment 63: The method of any one of Embodiments
55 through 62, wherein transmitting source electromagnetic
radiation having at least a first substantially monochromatic
wavelength and electromagnetic radiation having at least a
second substantially monochromatic wavelength from the
radiation source to a distal end of the at least one optical fiber
comprises transmitting the source electromagnetic radiation
from a broadband source.

Embodiment 64: The method of any one of Embodiments
55 through 63, wherein measuring an intensity of backscat-
tered electromagnetic radiation at the at least a first substan-
tially monochromatic wavelength and at the at least a second
substantially monochromatic wavelength comprises measur-
ing a spectrum of an intensity of the backscattered electro-
magnetic radiation.

Embodiment 65: The method of any one of Embodiments
55 through 64, further comprising determining that the
catheter 1s moving away from a cavoatrial junction of the
patient responsive to an increase in the intensity at the at
least a first substantially monochromatic wavelength or an
increase in the mtensity at the at least a second substantially
monochromatic wavelength.
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Embodiment 66: A system for determining a location of a
catheter within a patient, the system comprising: at least one
optical fiber extending from a proximal end of a catheter to
a distal tip of the catheter; a radiation source operably
coupled to a proximal end of the at least one optical fiber and
configured to transmit source electromagnetic radiation
comprising at least a first substantially monochromatic
wavelength and at least a second substantially monochro-
matic wavelength through the at least one optical fiber to a
distal tip thereof; a detector operably coupled to the proxi-
mal end of the at least one optical fiber and configured to
measure an intensity of backscattered electromagnetic radia-
tion at the at least a first substantially monochromatic
wavelength and at the at least a second substantially mono-
chromatic wavelength received at the distal tip of the at least
one optical fiber; and a computing system configured to
calculate a ratio of the intensity of the backscattered elec-
tromagnetic radiation at the at least a {first substantially
monochromatic wavelength to the mtensity of the backscat-
tered clectromagnetic radiation at the at least a second
substantially monochromatic wavelength.

Embodiment 67: The system of Embodiment 66, wherein
the at least one optical fiber comprises a single optical fiber.

Embodiment 68: The system of Embodiment 66 or
Embodiment 67, further comprising at least one of an
clectronic display or a speaker configured to provide an
indication when the ratio 1s within a predetermined range or
has changed more than a predetermined amount responsive
to advancement of the catheter within the patient.

Embodiment 69: The system of any one of Embodiments
66 through 68, wherein the computing system i1s further
configured to determine advancement of the distal tip away
from the cavoatrial junction responsive to a decrease 1n an
intensity ol backscattered electromagnetic radiation at one
or more wavelengths.

Embodiment 70: A method of determining a location of a
distal tip of a catheter, the method comprising: advancing a
catheter 1n a vein of a patient, the catheter comprising a fiber
optic cable comprising a single optical fiber coupled to a
radiation source and a detector at a proximal end thereof;
transmitting source electromagnetic radiation from the
radiation source to a distal end of the at least one optical
fiber; measuring an intensity of backscattered electromag-
netic radiation; determining a ratio of an intensity of back-
scattered electromagnetic radiation of at least a first wave-
length to an intensity of backscattered electromagnetic
radiation of at least a second wavelength; and determining a

location of a distal tip of the catheter based on a value of the
ratio.

Embodiment 71: The method of Embodiment 70, further
comprising determiming a direction of movement of the
catheter based on a relative increase or decrease of an
intensity of the backscattered electromagnetic radiation
responsive to movement of the catheter.

Embodiment 72: The method of Embodiment 70 or
Embodiment 71, wherein transmitting source electromag-
netic radiation comprises transmitting the source electro-
magnetic radiation from a broadband electromagnetic radia-
tion source.

Embodiment 73: The method of any one of Embodiments
70 through 72, wherein measuring an intensity ol backscat-
tered electromagnetic radiation comprises determining an
intensity of the backscattered electromagnetic radiation at
two or more wavelengths.

Embodiment 74: The method of any one of Embodiments
70; through 73, further comprising determining a spectral
pattern of backscattered electromagnetic radiation and deter-
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mimng a location of the distal tip of the catheter based, at
least 1n part, on the spectral pattern of the backscattered
clectromagnetic radiation.

Embodiment 75: A method of determining one or more
properties of a catheter 1n a patient, the method comprising;:
advancing a catheter in vasculature of a patient, the catheter
coupled to at least one radiation source and at least one
detector; transmitting source electromagnetic radiation from
the at least one radiation source out of the catheter proximate
a distal tip thereof; measuring an intensity of backscattered
clectromagnetic radiation from the at least one radiation
source with the at least one detector; and providing a signal
indicative of a location of the distal tip within the vascula-
ture based, at least 1n part, on the measured intensity of the
backscattered electromagnetic radiation.

Embodiment 76: The method of Embodiment 75, wherein
providing a signal indicative of a location of the distal tip
comprises providing at least one of a visual indication or an
audible indication to stop advancement of the catheter.

Embodiment 77: The method of Embodiment 75, wherein
providing a signal indicative of a location of the distal tip
comprises providing at least one of a visual indication or an
audible indication to advance or retract the catheter.

Embodiment 78: The method of any one of Embodiments
75 or 77, further comprising advancing or retracting the
catheter based, at least 1n part on a characteristic of the
signal.

Embodiment 79: The method of Embodiment 78, wherein
advancing or retracting the catheter based, at least 1n part, on
the measured 1ntensity of the backscattered electromagnetic
radiation comprises determining a ratio of an intensity of the
source electromagnetic radiation to the intensity of the
backscattered electromagnetic radiation.

Embodiment 80: The method of Embodiment 79, further
comprising advancing the catheter responsive to determin-
ing that the ratio 1s less than a predetermined value.

Embodiment 81: The method of any one of Embodiments
75 through 80, wherein transmitting source electromagnetic
radiation from the at least one radiation source comprises
transmitting source electromagnetic radiation having a first
substantially monochromatic wavelength and at least a sec-

ond substantially monochromatic wavelength from the at
least one radiation source.

Embodiment 82: The method of any one of Embodiments
75 through 81, wherein transmitting source electromagnetic
radiation from the at least one radiation source comprises
transmitting source electromagnetic radiation from a broad-
band radiation source.

Embodiment 83: The method of any one of Embodiments
75 through 82, wherein measuring an intensity of backscat-
tered electromagnetic radiation comprises measuring the
intensity of the backscattered electromagnetic radiation
from radiation sources of at least a first wavelength and at
least a second, different wavelength.

Embodiment 84: The method of Embodiment 83, further
comprising selecting the at least a first wavelength to be
between about 450 nm and about 6350 nm and selecting the
at least a second wavelength to be between about 750 nm
and about 950 nm.

Embodiment 85: The method of Embodiment 83, further
comprising determining a ratio of the measured intensity of
the backscattered electromagnetic radiation at the at least a
first wavelength to the measured intensity of the backscat-
tered electromagnetic radiation at the at least a second
wavelength.
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Embodiment 86: The method of Embodiment 85, further
comprising determining a location of a distal tip of the
catheter based, at least 1n part, on a value of the ratio.

Embodiment 87: The method of Embodiment 86, wherein
determining a location of a distal tip of the catheter based,
at least 1n part, on a value of the ratio comprises determining
that the distal tip of the catheter 1s 1n a cavoatrial junction of

the patient responsive to determimng that the ratio 1s
between about 0.8 and about 1.2.

Embodiment 88: The method of Embodiment 83, further
comprising measuring an intensity ol backscattered electro-
magnetic radiation from a radiation source of at least a third
wavelength.

Embodiment 89: The method of Embodiment 88, further
comprising determining a ratio of the measured intensity of
the backscattered electromagnetic radiation at the at least a
third wavelength to at least one of the measured intensity of
the backscattered electromagnetic radiation at the at least a
first wavelength or the measured intensity of the backscat-
tered clectromagnetic radiation at the at least a second
wavelength.

Embodiment 90: The method of any one of Embodiments
75 through 89, further comprising determining that a distal
tip of the catheter 1s 1n a cavoatrial junction of the patient
responsive to an increased rate of change of a ratio of an
intensity of the backscattered electromagnetic radiation at a
first wavelength to an intensity of the backscattered electro-
magnetic radiation of a second wavelength responsive to
movement of the distal tip.

Embodiment 91: The method of Embodiment 90, further
comprising determining that the distal tip of the catheter 1s
at the cavoatrial junction responsive to a change in the ratio
of at least about 20 percent.

Embodiment 92: A system for determinming one or more
properties of a catheter within a patient, the system com-
prising: at least one radiation source coupled to a catheter
and configured to transmit source electromagnetic radiation
out of the catheter proximate a distal tip thereof; at least one
detector operably coupled to the catheter and configured to
measure an intensity of backscattered electromagnetic radia-
tion from the at least one radiation source received at a
location proximate the distal tip of the catheter; and a
computing system configured to provide a signal indicative
of a location of the distal tip of the catheter based, at least
in part, on a measured intensity of the backscattered elec-
tromagnetic radiation.

Embodiment 93: The system of Embodiment 92, wherein
the computing system 1s further configured to determine a
location of the distal tip of the catheter relative to a cavoa-
trial junction of the patient based, at least in part, on a
measured intensity ol the backscattered electromagnetic
radiation.

Embodiment 94: The system of Embodiment 92 or
Embodiment 93, further comprising a single optical fiber
coupled to the at least one radiation source and the at least
one detector and extending to a location proximate the distal
t1p.

Embodiment 95: The system of any one of Embodiments
92 through 94, wherein the computing system 1s configured
to determine a ratio of an intensity of the backscattered
clectromagnetic radiation of at least a first wavelength to an
intensity of the backscattered electromagnetic radiation of at
least a second wavelength.

Embodiment 96: The system of Embodiment 935, further
comprising at least one of a visual electronic display or an
audio source configured to provide the signal indicative of a
location of the distal tip of the catheter when the ratio 1s
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within a predetermined range or has changed more than a
predetermined amount responsive to advancement of the
catheter withuin the patient.

Embodiment 97: The system of any one of Embodiments
92 through 96, wherein the computing system 1s further
configured to determine movement of the distal tip away
from the cavoatrial junction responsive to a decrease 1n the
measured intensity ol the backscattered electromagnetic
radiation at one or more wavelengths.

Embodiment 98: The system of any one of Embodiments
92 through 97, wherein the computing system 1s configured
to determine a value of a ratio of an intensity of the source
clectromagnetic radiation to the measured intensity of the
backscattered electromagnetic radiation and determine the
relative location of the distal tip of the catheter based on the
value of the ratio.

Embodiment 99: The system of Embodiment 98, wherein
he computing system 1s configured to determine that the
1stal tip of the catheter 1s proximate a cavoatrial junction of
he patient responsive to determiming that the ratio 1s less
han a predetermined value.

Embodiment 100: A method of determining one or more
properties of a catheter 1n a patient, the method comprising;:
advancing a catheter in vasculature of a patient, the catheter
coupled to at least one radiation source and at least one
detector; transmitting source electromagnetic radiation from
the at least one radiation source to and out of a distal tip of
the catheter; measuring an intensity of backscattered elec-
tromagnetic radiation from the at least one radiation source
with the at least one detector; and at least one of: determin-
ing at least one property of the catheter based, at least 1n part,
on the measured intensity of the backscattered electromag-
netic radiation; and visually displaying the measured inten-
sity of the backscattered electromagnetic radiation.

Embodiment 101: The method of Embodiment 100,
wherein determining at least one property of the catheter
based, at least in part, on the measured intensity of the
backscattered electromagnetic radiation comprises deter-
mimng at least one of: a ratio of an intensity of the source
clectromagnetic radiation to the measured intensity of the
backscattered electromagnetic radiation; and a ratio of the
intensity of the measured backscattered electromagnetic
radiation of a first wavelength to the measured intensity of
the backscattered electromagnetic radiation of at least a
second wavelength.

Embodiment 102: The method of Embodiment 100 or
Embodiment 101, further comprising determining a direc-
tion of movement of the catheter based on a relative increase
or decrease of the measured intensity of the backscattered
clectromagnetic radiation responsive to movement of the
catheter.

Embodiment 103: The method of any one of Embodi-
ments 100 through 102, wherein transmitting source elec-
tromagnetic radiation comprises transmitting the source
clectromagnetic radiation from a broadband electromagnetic
radiation source.

Embodiment 104: The method of any one of Embodi-
ments 100 through 103, wherein measuring an intensity of
backscattered electromagnetic radiation comprises deter-
mimng an intensity of the backscattered electromagnetic
radiation at two or more wavelengths.

Embodiment 105: The method of any one of Embodi-
ments 100 through 104, turther comprising determining a
spectral pattern of backscattered electromagnetic radiation
and determiming a location of the distal tip of the catheter
based, at least in part, on the spectral pattern of the backs-
cattered electromagnetic radiation.
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Embodiment 106: The method of any one of Embodi-
ments 100 through 1035, turther comprising determining a
direction of advancement of the catheter relative to a direc-
tion of blood flow based, at least in part, on a shift in a
wavelength of a peak intensity of the measured backscat-
tered electromagnetic radiation to a wavelength of a peak
intensity of the source electromagnetic radiation.

Embodiment 107: A method of determining one or more
properties ol a catheter 1n a patient, the method comprising;:
receiving, at a processor operably coupled to the catheter, an
indication of an intensity of source electromagnetic radiation
transmitted from an emitter from a location proximate a
distal tip of a catheter within vasculature of a patient;
receiving, at the processor, an indication of an intensity of
backscattered electromagnetic radiation proximate the distal
tip as measured by a receiver, and providing a signal
indicative of a location of the distal tip of the catheter based,
at least 1n part, on a measured intensity of the backscattered
clectromagnetic radiation.

Embodiment 108: The method of Embodiment 107,
wherein providing a signal indicative of a location of the
distal tip of the catheter comprises providing at least one of
an audible signal or a visual signal of the location of the
distal tip.

Embodiment 109: The method of Embodiment 107 or
Embodiment 108, wherein providing a signal indicative of a
location of the distal tip of the catheter based, at least 1n part,
on a measured intensity of the backscattered electromagnetic
radiation comprises providing a signal to an output device
responsive to determining that a ratio of the mtensity of the
source electromagnetic radiation to the measured intensity
of the backscattered electromagnetic radiation 1s less than a
predetermined value.

Embodiment 110: The method of any one of Embodi-
ments 107 through 109, further comprising: determining,
with the processor, at least one of: a relative value of the
intensity of the source electromagnetic radiation to the
measured intensity ol the backscattered electromagnetic
radiation; and a relative value of the measured intensity of
the backscattered electromagnetic radiation of a first wave-
length to the measured intensity of the backscattered elec-
tromagnetic radiation of at least a second wavelength.

Embodiment 111: The method of Embodiment 110,
wherein providing a signal indicative of a location of the
distal tip of the catheter based, at least 1n part, on a measured
intensity of the backscattered electromagnetic radiation
comprises providing a signal to an output device responsive
to determining that a ratio of the measured intensity of the
backscattered electromagnetic radiation of the first wave-
length to the measured intensity of the backscattered elec-
tromagnetic radiation of at least the second wavelength 1s
between about 0.8 and about 1.2.

Embodiment 112: The method of Embodiment 110 or
Embodiment 111, further comprising determining, with the
processor, that a distal tip of the catheter 1s at the cavoatrial
junction responsive to a change 1n a ratio of the measured
intensity of the backscattered electromagnetic radiation of
the first wavelength to the measured intensity of the back-
scattered electromagnetic radiation of at least the second
wavelength has changed by at least about 20 percent.

Embodiment 113: The method of any one of Embodi-
ments 110 through 112, wherein determining a relative value
of the intensity of the source electromagnetic radiation to the
measured intensity ol the backscattered electromagnetic
radiation comprises comparing the measured intensity of the
backscattered electromagnetic radiation to values stored 1n a
memory associated with the processor.
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Embodiment 114: The method of any one of Embodi-
ments 110 through 113, further comprising determining that
the relative value of the mtensity of the source electromag-
netic radiation to the measured intensity of the backscattered
clectromagnetic radiation decreases responsive to advancing
the catheter from vasculature having a smaller inner diam-
eter to vasculature having a relatively larger inner diameter
than the smaller inner diameter.

Embodiment 115: The method of any one of Embodi-
ments 110 through 114, further comprising determining,
with the processor, that the distal tip of the catheter 1s
proximate a cavoatrial junction of the patient responsive to
determining that a value of a ratio of the measured intensity
of the backscattered electromagnetic radiation of the first
wavelength to the measured intensity of the backscattered
clectromagnetic radiation of the at least a second wavelength
falls within a predetermined range.

Embodiment 116: The method of any one of Embodi-
ments 107 through 115, further comprising determining,
with the processor, that the distal tip of the catheter 1s
proximate a cavoatrial junction of the patient responsive to
determining that the relative value of the measured intensity
of the backscattered electromagnetic radiation of the first
wavelength to the measured intensity of the backscattered
clectromagnetic radiation of the at least a second wavelength
has changed by at least about 20 percent.

Embodiment 117: A system, comprising: a computing
system configured to be operably coupled to each of a
radiation source and a detector, the computing system com-
prising: a memory configured to store data related to an
intensity of source electromagnetic radiation transmitted
from the radiation source and emitted from a distal tip of a
catheter; a processor configured to receive an indication of
an 1ntensity of backscattered electromagnetic radiation mea-
sured by the detector and provide a signal indicative of a
location of the distal tip of the catheter based, at least 1n part,
on the measured intensity of the backscattered electromag-
netic radiation; and a user interface configured to provide at
least one of an audible and a visual indication of the location
of the distal tip of the catheter.

Embodiment 118: The system of Embodiment 117,
wherein the processor 1s configured to determine a ratio of
the mtensity of the source electromagnetic radiation to the
measured 1ntensity of the backscattered electromagnetic
radiation.

Embodiment 119: The system of Embodiment 117 or
Embodiment 118, wherein the processor 1s further config-
ured to determine a spectrum of the backscattered electro-
magnetic radiation.

Embodiment 120: The system of any one of Embodiments
117 through 119, wherein the processor 1s configured to
determine at least one of: a relative value of the intensity of
the source electromagnetic radiation to the measured nten-
sity of the backscattered electromagnetic radiation; and a
relative value of the measured intensity of the backscattered
clectromagnetic radiation of a first wavelength to the mea-
sured intensity of the backscattered electromagnetic radia-
tion of at least a second wavelength.

Embodiment 121: The system of Embodiment 120,
wherein the user interface 1s configured to provide the at
least one of an audible and a visual indication of a location
of the distal tip of the catheter responsive to at least one of:
receiving an indication from the processor that a ratio of the
intensity of the source electromagnetic radiation to the
measured intensity ol the backscattered electromagnetic
radiation 1s less than a predetermined value; and receiving
an indication from the processor that a ratio of the measured
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intensity of the backscattered radiation of the first wave-
length to the measured intensity of the backscattered radia-
tion of the at least a second wavelength 1s within a pre-
defined range.

Embodiment 122: The system of any one of Embodiments
117 through 121, wherein the processor 1s configured to
determine a direction of advancement of the distal tip of the
catheter based, at least in part, on a shift 1n a peak wave-
length between the source electromagnetic radiation and a
peak wavelength of the backscattered electromagnetic radia-
tion.

Embodiment 123: The system of any one of Embodiments
117 through 122, wherein the processor i1s configured to
determine at least one of a diameter and a cross-sectional
area of vasculature proximate the distal tip of the catheter
based, at least in part, on the measured intensity of the
backscattered electromagnetic radiation.

Embodiment 124: The system of any one of Embodiments
117 through 123, wherein the detector 1s configured to
measure the intensity of the backscattered electromagnetic
radiation having a substantially same wavelength as the
source electromagnetic radiation.

Embodiment 125: The method of any one of Embodi-
ments 75 through 91 or 107 through 1135, wherein said
providing a signal indicative of a location of the distal tip
within the vasculature 1s based on the measured 1ntensity of
the backscattered electromagnetic radiation.

Embodiment 126: The system of any one of Embodiments
92 through 99, wherein said computing system 1s configured
to provide a signal indicative of a location of the distal tip
of the catheter based on a measured intensity of the back-
scattered electromagnetic radiation.

Embodiment 127; The system of any one of Embodiments
117 through 124, wherein said processor 1s configured to
receive an indication of an intensity of backscattered elec-
tromagnetic radiation measured by the detector and provide
a signal indicative of a location of the distal tip of the
catheter based on the measured intensity of the backscat-
tered electromagnetic radiation.

Embodiment 128: The method of any one of Embodi-
ments 100 through 106, which comprises determining at
least one property of the catheter based on the measured
intensity of the backscattered electromagnetic radiation.

While the disclosure 1s susceptible to various modifica-
tions and alternative forms, specific embodiments have been
shown by way of example 1n the drawings and have been
described in detail herein. However, the disclosure 1s not
intended to be limited to the particular forms disclosed.
Rather, the disclosure 1s to cover all modifications, equiva-
lents, and alternatives falling within the scope of the dis-
closure as defined by the following appended claims and
their legal equivalents.

What 1s claimed 1s:
1. A method of determining one or more properties of a
catheter 1n a patient, the method comprising:

advancing a catheter in vasculature of a patient, the
catheter coupled to at least one radiation source and at
least one detector:

transmitting source electromagnetic radiation from the at
least one radiation source out of the catheter proximate
a distal tip thereof;

recerving backscattered electromagnetic radiation from
the at least one radiation source into an optical fiber
within the vasculature and transmitting the backscat-
tered electromagnetic radiation to the at least one
detector:
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measuring an intensity of the backscattered electromag-
netic radiation with the at least one detector; and

providing a signal indicative of a location of the distal tip
within the vasculature based, at least in part, on the
measured intensity of the backscattered electromag-
netic radiation;

wherein said providing a signal comprises providing a

signal 1indicative of a location of the distal tip relative
to a cavoatrial junction of the patient.

2. The method of claim 1, wherein providing a signal
indicative of a location of the distal tip comprises providing
at least one of a visual indication or an audible indication to
stop advancement of the catheter.

3. The method of claim 1, wherein providing a signal
indicative of a location of the distal tip comprises providing
at least one of a visual indication or an audible indication to
advance or retract the catheter.

4. The method of claim 1, further comprising advancing,
or retracting the catheter based, at least in part on a char-
acteristic of the signal.

5. The method of claim 4, wherein advancing or retracting,
the catheter based, at least 1n part, on the measured 1ntensity
of the backscattered electromagnetic radiation comprises
determining a ratio of an intensity of the source electromag-
netic radiation to the intensity of the backscattered electro-
magnetic radiation.

6. The method of claim 5, further comprising advancing
the catheter responsive to determining that the ratio 1s less
than a predetermined value.

7. The method of claim 1, wherein transmitting source
clectromagnetic radiation from the at least one radiation
source comprises transmitting source electromagnetic radia-
tion having a first substantially monochromatic wavelength
and at least a second substantially monochromatic wave-
length from the at least one radiation source.

8. The method of claim 1, wherein transmitting source
clectromagnetic radiation from the at least one radiation
source comprises transmitting source electromagnetic radia-
tion from a broadband radiation source.

9. The method of claim 1, wherein measuring an intensity
ol backscattered electromagnetic radiation comprises mea-
suring the intensity of the backscattered electromagnetic
radiation from radiation sources of at least a first wavelength
and at least a second, different wavelength.

10. The method of claim 9, further comprising selecting
the at least a first wavelength to be between about 450 nm
and about 650 nm and selecting the at least a second
wavelength to be between about 750 nm and about 950 nm.

11. The method of claim 9, further comprising determin-
ing a ratio ol the measured intensity of the backscattered
clectromagnetic radiation at the at least a first wavelength to
the measured intensity of the backscattered electromagnetic
radiation at the at least a second wavelength.

12. The method of claim 11, further comprising deter-
mimng the location of the distal tip of the catheter based, at
least in part, on a value of the ratio.
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13. The method of claim 12, wherein the determining the
location of the distal tip of the catheter based, at least 1n part,
on a value of the ratio comprises determining that the distal
tip of the catheter 1s 1 a cavoatrial junction of the patient
responsive to determining that the ratio 1s between about 0.8
and about 1.2.

14. A method of determining one or more properties of a
catheter 1n a patient, the method comprising:

advancing a catheter in vasculature of a patient, the

catheter coupled to at least one radiation source and at
least one detector:
transmitting source electromagnetic radiation from the at
least one radiation source out of the catheter proximate
a distal tip thereof;

measuring an intensity ol backscattered electromagnetic
radiation {rom the at least one radiation source with the
at least one detector, said measuring an intensity of
backscattered electromagnetic radiation comprising
measuring the intensity of the backscattered electro-
magnetic radiation from radiation sources of at least a
first wavelength and at least a second, different wave-
length;

determiming a ratio of the measured intensity of the

backscattered electromagnetic radiation at the at least a
first wavelength to the measured 1ntensity of the back-
scattered electromagnetic radiation at the at least a
second wavelength; and

providing a signal indicative that the distal tip of the

catheter 1s 1n a cavoatrial junction of the patient respon-
sive to determining that the ratio 1s between about 0.8
and about 1.2.

15. A method of determining one or more properties of a
catheter 1n a patient, the method comprising:

advancing a catheter in vasculature of a patient, the

catheter coupled to at least one radiation source and at
least one detector;
transmitting source electromagnetic radiation from the at
least one radiation source out of the catheter proximate
a distal tip thereof;

measuring an intensity ol backscattered electromagnetic
radiation from the at least one radiation source with the
at least one detector;

providing a signal indicative of a location of the distal tip

within the vasculature based, at least in part, on the
measured intensity of the backscattered electromag-
netic radiation; and

wherein said providing a signal comprises providing a

signal 1indicative of a location of the distal tip relative
to a cavoatrial junction of the patient.

16. The method of claam 15, wherein said transmitting
source electromagnetic radiation from the at least one radia-
tion source comprises transmitting source electromagnetic
radiation having a first substantially monochromatic wave-
length and at least a second substantially monochromatic
wavelength from the at least one radiation source.
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